
PARLODEL^ Because quality of life is the issue 
(.nmmocnotinr-. mesylate! M V (Bromocriptine mesylate] 

ACTIONS Parlodel (bromocriptine mesylate) is a dopammo-
mimetic ergot denvate with 0? type dopamine receptor agonist 
activity, and has also D, dopamine receptor antagonist 
properties. The dopaminomimetic aclivity ol bromociiptme 
in the striatum is considered responsible lor the clinical 
benefits seen in selected patients with Parkinson's disease, 
when low doses ol the drug are gradually added to levodopa 
therapy in patients on long-term treatment who develop late 
side ellects of levodopa or no longer respond to ihe medi­
cation Excessive dopaminomimetic drive may, ."owever, 
provoke psychotic and other adverse reactions. 

The extreme variability in G.I. tract absorption and the 
extensive and individually variable kst-pass mctaDo'ism are 
responsible for the broad variability in plasma concentra­
tions ol bromocriptine and, in part, 'or the var ability in 
dose response. 

INDICATIONS" Parkinson's Oisease: Parlodel (bromocriptine 
mesylate) has been lourd to be clinically uselui as an adjunct 
to levodopa (usually with a decarboxylase inhibitor), in the 
symptomatic management of selected patients w lb Parkin­
son's disease who experience prominent dyskinesia or wea­
ring oil reactions on long-term levodopa therapy. 

Patients on long-term treatment who are beginning to 
deteriorate on levodopa Iherapy may be controlled by redu­
cing the dose of levodopa and adiusling the frequency and 
schedule ol drug administration Patients maintained on 
optimal dosages of levodopa who still experience prominent 
dyskinesia and/or end-ol-dose failure may benelit from the 
concomitant use of Parlodel, by decreasing the occurrence 
and/or severity ol these manifestations Since rapid escala­
tion of bromocriptine doses causes severe adverse reac­
tions, it is recommended to combine a slow increase of Par­
lodel, usually with a concomitant, gradual and l.nvted 
'eduction ol levodopa dosage Continued etticacy of bromo­
criptine for more than two years has not been established 
and there is some evidence that its efficacy tends to wane. 
Evidence available indicates that there is no consistent 
benelit Irom bromocriptine in patients who have not respond­
ed previously to levodopa. and studies have shown signifi­
cantly more adverse reactions in bromoenptine-treated 
patients than in patients treated with levodopa Parlodel is 
not recommended in the treatment ot new'y d agnosed 
patients or as the sole med catior in Parkinson's disease 

CONTRAINDICATIONS Other than sensitivity :c ergo: alka.'oids, 
no absolute contraindications to treatment with Pa'lodel 
(bromocriptine mesylate) are known For procedure during 
pregnancy see "Use in Pregnancy" under Precautions. 

WARNINGS Long-term treatment (6-36 months) with Parlodel 
in doses ol 20 to 100 mg/day has been associated with pul­
monary infiltrates, pleural effusion and thickening of the 
pleura in a few patients Where Parlodel was discontinued, 
these changes slowly reverted to normal 

PRECAUTIONS Parlodel (bromocriptine mesylate) may cause 
hypotension, primarily postural; periodic monitoring of Ihe 
blood piessure, particularly during the first days ol therapy, 
is advisable In some patients dizziness (vertigo) may occur 
with Parlodel, patients should therefore be cautioned against 
activities requiring rapid and precise responses, such as 
driving an automobile or operating dangerous machirery, 
until their response has been determined. 

Care should be exercised when administering Parlodel 
concomitantly w in phe.iothiazines 0 ' antihypertensive 
agents Due to drug interaction at tne receptoi site, dosage 
should oe adjusted accordingly 

Alcohol should be avoided during treatment with Parlodel In 
some patients, the concomitant use of Parlodel and alcohol 
has qive>" 'ise to alcohol intolerance and an increase .n the 
severity and incidence ol Parlodel's possible adverse 
reactions. 

Parlodel should always be ta<en with food In cases 

where severe adverse effects, such as nausea, vomiting, 
vertigo or headaches are severe or persisting, the therapeutic 
dosage of Parlodel should be reduced to hall ol one tablet 
daily (1.25 mg) and increased gradually to that recommen­
ded The dopamine antagonist domperidone may be uselui 
in the control of severe gastrointestinal side effects in 
parkinsonian patients receiving Parlodel (see Drug 
interactions). 

As with a.'i medication. Parlodel should be kept safely out 
of the reach o' children. 

Use In Pregnancy: If tne patient wishes to become p'egnant. 
Parlodel (bromocriptine mesy'ate) should be stopped as 
soon as possible alter conception is suspected In this event 
immunological confirmation should be done immediately 
When pregnancy is conlirmed. Parlodel, like all other drugs, 
should be discontinued unless, in the opinion ol Ihe Heating 
physician, the possible benelit to the palienl outweighs the 
potential risk to the fetus. 

In human studies with Parlodel (reviewed by Turkalj. I.) 
ihere were 1410 reported pregnancies, which yielded 1236 
live and 5 stillborn infants from women who took Parlodel 
(bromocriptine mesylate) during early pregnancy. Among ihe 
1241 infants. 43 cases (31 minor and 12 maior) of congenital 
anomalies were reported The incidence (3.46%) and type ot 
congenital mallormations and the incidence of spontaneous 
abortions (11.13%) in this group of pregnancies does not 
exceed that generally reported for such occurences in the 
population at large 

Use in Parkinson's Oisease: Use of Parlodel (bromocript.ne 
mesylate), particularly in high doses, may be associated 
with mental confusion and mental disturbances Since 
patients wilh Parkinson's disease may manilest varying 
degrees ot dementia, caution should be exercised when 
treating such patients witr Par'oael 

Parlodel administered alone or concomitantly wilh levodopa 
may cause visual or auditory hallucinations These usually 
resolve wilh dosage reduction, but discontinuation of Parlodel 
may be required in some cases Rarely, alter high doses, 
hallucinations have persisted lor several weeks following 
discontinuation ol Parlodel Caution should be exercised 
when administering Parlodel to patients with a history of 
myocardial infarction, particular^ if tney have a res dual 
afial. nodai or ventricuiai arrhythmia 

Symptomatic nypotension can occur and therefore caution 
should be exercised when admristeiing Par'ooel. particularly 
in patiems receiving antihypertensive med'eation Periodic 
evaluation o' hepatic, r-ematoooietic cardiovascu.ar and 
renal function is recommendec 

Drug Interactions: The concomitant use ol erythromycin 
may increase bromocr.otine plasma levels. 

Domperidone, a dopamine antagonist, may cause increases 
in serum prolactin In so doing, domperidone may antagonise 
the therapeutically relevant prolactin lowering effect ot Par­
lodel II is possible that the antitumorigenic effect ol Parlo­
del in padenls with prolactinomas may be partially blocKed 
by domperidone administ'ation 

ADVERSE REACTIONS The most frequently observed adverse 
reaclions are nausea, vomiting, headache and gastrointestinal 
side effects such as abdominal pain diarrhea and consti­
pation. All these elects may be minimized o- even prevented 
by giving small in tial doses of bromocriptine and by taking 
it with lood 

Postural hyootension which can. on 'are occasions, lead 
to lamtmg and shocK-like" syndromes has been reported in 
sensitive patients. This is most likely to occur during the 
first few days of Parlodel treatment. 

When bromocriptine is added to icvodopa therapy, the 
incidence of adverse reactions may increase The most 
common newly appearing adverse reactions in combination 
therapy were: nausea, abnormal invo'untary movements. 

hallucinations confusion, 'on-off phenomenon, dizziness, 
drowsiness, faininess, la "ting, vomiting, asthenia, abdon-inai 
discomfort, visual disturbance, ataxia, insomnia, depression, 
hypotension, shortness of breath, constipation and vertigo. 

Less common adverse reactions include anorexia, 
anxiety, blepharospasm, dry mouth dysphagia, edema ol 
Ihe feet and ankles, erylhromelalgia. epileptiform seizures, 
fatigue, headache, lethargia. mottling of skin, nasal stuffi­
ness, nen/ousness. nightmares, parethesia, skin rasr, uri­
nary frequency, urinary incontinence, unnary retention and 
rarely signs or symptoms ol ergotism such as tingling of 
lingers, cold feet, numbness, muscle cramps ol lect and 
legs or exacerbation ot Raynaud s syndrome 

Abnormalities in laboralory tests may include elevation ol 
blood urea nitrogen. SGOT, SGPT. GGPT. CPK alkaline phos­
phatase and uric acid, which are usually transient and not 
of c!i";cal significance 

The occurrence of adverse reaclions may be lessened by 
temporarily reducing dosage to one-haif tablet two or three 
times daily. 

SYMPTOMS AND TREATMENT OF OVERDOSE There have 
been seve'ai reports of acute overdosage witr Pa'lodel (bro­
mocriptine mesylate) m children and adults. No life threate­
ning reactions have occurred Symptoms reported incluacd 
nausea, vomiting, dizziness, drowsiness, hypotens.on. 
sweating and hallucinations. Management is largely sympto­
matic: the cardiovascular system should be monitored. 
Metoclopramide can be used to antagonize tne emesis and 
hallucinations .n Dalients who have taken high doses 

DOSAGE AND ADMINISTRATION Parlodel (bromocrioti-e 
mesylate) should always be taken wilh food. 

Although Parlodel (bromocriptine mesylate) has been lound 
clinically useful in decreasing the severity and frequency ol 
on-off lluctuations of late levodopa therapy, the decision 

to use bromocriptine as adjunctive treatment and the selection 
of dosage must be 'ndividualized,° each case A low dose 
is recommended The initia1 dose of Parlodel is one half of a 
2 5 mg tablet (1 25 mg) at bedtime w t h food to establish 
initial tolerance Thereafter, the recommended dosage is 
2.5 mg daily in two divided doses, with meals, (hall a 2 5 mg 
tablet twice daily) The dosage may be increased very 
gradually, il necessary, by adding an additional 2.5 mg per 
day, once every 2 to 4 weeks, to be taken always in divided 
doses with meals Increments should usually not exceed 
2.5 mg Clinical assessments are recommended at two week 
intervals or less during dosage titration, to ensure that the 
lowest ellective dosage is not exceeded. The usual dosage 
range is from a few milligrams to 40 mg daily >n two or tnree 
divided doses with meals The median dose varies with the 
experience ol individual investigators, but can 5 e around 
10 mg daily or higher. During initial titration t is -ecommended 
that the dosage of levodopa should be maintained, if possible 
Subsequently, it might be desirable to combine a slow 
incease of bromocriptine with a concomitant, limited and 
gradual reduction of levodooa. 

AVAILABILITY 
TA8LETS each containing 2 5 mg bromocriptine as mesylate, 
available in botties ol 100 
CAPSULFS each containing 5 mg bromocriptine, as mesylate, 
available in bottles of 100. 

'For information on other approved indications, please 
consult the Parlodel product monograph, available to 
physicians and pharmacists on request 
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FULL PRESCRIBING INFORMATION 

DILANTIN* 
(extended phenyloln todlurn capsules USP| 

THERAPEUTIC CLASSIFICATION 
ANTICONVULSANT 

INDICATIONS AND USAGE 
D lanlin (pherytoin sodium) is indicated 'or Ihe control ol general red Ian c 
clonic anc psychomotor (g'and ma and temppral cbe) seizures anc 
0-evention and treatment ol seizures cccjtring during o.' 'olowrg 
neurosurgery. Pherytor serum ieve! determinations may ae necessary 'or 
031 na cosage a j . ustments (sec Dosage and Admin st'alion) 

CONTRAINDICATIONS 
D lanlir- (phenytoin sodiun) is confaindicated in those pahcrts who are 
nype'sensilve to phenytoin ar othe' hydarlohs 

WARNINGS 
Abrupt wifhdrawa ol Dilantin (pt'enytcin sodijn) n epileptic pa! enls nay 
ore: p ta-e stals spilpptcus Wnen, ir the lodgement cl die clinician the need 
lo- dosage -eduction, discontinuation or substitution ol ailerratve 
ans'epileptc med cabor arises, Hi s should oe done gradually. However, in the 
evento' an alien) cor hype-sensitvity reaction, -apd substitution p'alte'na4«e 
1'ierapy may be necessary. In this case, a ternat ve the-aoy should be an 
ant eaileplic dr jg not be cnging to the hydantoin chem'cal class 

Inere have been a nunbe' ol 'eports suggestrg a -e'aronsriip between 
phery:oin and the development ol lymphacencpathy (local o' general zed) 
hclud rig benign lymph node hyperplasia, pseudotymahoma lymphoma and 
l-odgkin's Disease A tnough a cause and eltecl relationship nas no: been 
establ shed. the occu-ence ol lymphadenopathy indicates the need lo 
diffe-entiale such a cond I or Irorr othe' types o' ly.mpn node oathoiogy. 
Lymah node involvement may occu' with or without symptoms and signs 
rcscrrbling serum sickness, eg lever, -ash and liver involvement 

In al cases ct lymphadenopathy, lollcw up observaton tor an exlenoed 
period is nd caled and every effort should be made tc ach eveseizu'e control 
using alternative arcieoileplic drugs. 

Acute aicchol c intake .may increase phenytoin serum lew. s wnile ch'onic 
a coholic use may decrease serum leveis. 
Usage In Pregnancy 
A riumbco* reports suggests ar association uetween the use otanbep leptic 
drugs by women with ep lepsy and a higher incidence of birth delects in 
cnildrer bcrn to tnese women. Data are more exlens ve wth -especl la 
pherytoin and pheroba'oilal. out these are also the most common y 
presented anbeoileoic drugs; less systematic oranecdolal reports sugc.es! 
a passible smilar association wilh the use ol all known anticpi eot c drugs 

Tne repots suggesting a n ghei re dance cl bi-th defects n child'en al 
drug treatec epi ep! c women canrot be regarded as adequate to prove a 
dernile cause and elect relationship The-e are intrins c .methodologic 
problems in obtaining adequate data on drug teratogen c ty in humans 
genetic 'actors or Ihe epileptic conditon itsell may be more mporlant than 
drug the-aoy in leading to b rth delects. Ths (j'eat maiority ol mothers on 
an! eaiieplc medication del ver norma, infanls. it .s impo-tant lo note thai 
an! eaileol c d-ugs should no: be discontinued in patients n whom the drug 
is admiristeiec) lo o/event .major se>zu-es. because ol the stcng possib lib/ o' 
prec pilating status epilcptcus with attendant hypoxia and threat to it! In 
individual cases whe-e Ihe seventy and frequency ol the seizure disorder are 
such that Ihe -emnval of med'eation does not aose a ser cus th-eat tc the 
oat em. discontinuation of the drug may be considered p'icr to and du'ing 
aregnarcy. although it cannot ae sa d with any confidence that even m rxr 
seizures do no: nose some hazard to the developing embryo or felus The 
presenting pnysician will wish to wigh these considerations n treating or 
counseling epi eotic womer of cnildaeanrg potential. 

In addition lo the -eports of :he increased re cence ol congenital 
ma formations such as cleft I p/aa ale ano heart raid'ma tons in children ol 
womer rece ving ahenytoin and other anbepi eplic drugs, there have ma'e 
•eceoty oeen reports of a fetal hydantoin syndrome This consists al prenala 
growth defic ency, microcephaly and mental deficiency in ch Idren born Ic 
mothers who have received phenytoin, ba-bihj-ales. alcohel or trirrethadione 
However, these features are all interrelated and a'e Irequendy associated with 
nlrautehne growth retardation Iron ottie- causes 

There have been isolated reports ol malignanc es, including neu'ob astoma, 
n cnilcrer whose mothers received phenytoin du'ing pregnancy. 

An mcrease in seiru.'e freouency during pregrancy occurs r. a n'gh 
p-oporlon ol pal enls. because ol allerec phenytoin absorplior cr 
metabolism Perod c measurement ol serum phenytoin leve s is oartjeu arly 
valuab e ir Ihe management ol a pregnant epi eat c patienl as a guide to an 
appropriate adiustmen! al dosage However. pos:oarlum -eslo'ation o' the 
o'gina cosage wi I prooably be indicated 

Neonatal coaguiaton detects have beer reported within ths tirsl 24 nours 
in babies born :o ep leptic mothers receiving phenobartiilal aH/or phenylc n 
V tarrin K has been shew fc prevent or correct this delec: and has oeen 
recommended lo be giver :o :he mpthe- befo'e celive-y and Ic Ihe neonate 
a'terbi'th 

PRECAUTIONS 
General 
The iveris the ch et site o' oictiaosto-maboo otDiian'Jn (ohenyton sod urn); 
pa:ieols with imoaired live' tunclion. eldery patients, c tnese 
whu are gravely! may snow ea'y signs o'foxe ly 

A small percenlage ol individuals who nave been treated * th phenytoin 
'ta^i beer1 shown to nelaaolize die drug slow y. S'ow metabo srr may t)e due 
la I N led enzyme availabil'ty ard lack ol induction; it appear lo be genetcaly 
determined 

Phenytom should be discontinued ' askin rash appears (see 'Warnings-
section regarding drug ciscenbrua'jon) II the rash is exfoliative, purpuric. P' 
aullous a- if upus eh/themalosus or Stevens-Johnson synd-ome is 
suspected, use of thisd-ug should no: be -esumed and alte-nabve the'apy 
should oe cons dered (see Adverse Reacbans) II Die -ash is of a milder type 
(measles-like cr scarlalini'orm!. therapy may oe resumed ater the rash has 
:omolele,y disappeared ' Pie rash recurs uaor re rsblution ol therapy, further 
onenyto n med calion is conlraindicaled. 

hyperglycemia, 'esullhg Iram tne drug's inhibitory effecls or nsuln 
release has been'eoorted Phenytoin may also'aise tne serum glucose eve 
ndiaoetic patients 

Osteomalacia has been associated with phenytoin therapy and is considered 
lobe cue to phenytoin's nter'erence with V iamin D melaba isrr 

Phenytoin is rot indicated lor se zu'es due !o hypoglycemic or other 
metabolic causes Appmp' ate diagnostic p-ccedu'es Should be per'ormed 
as rdicated. 

Pnerytoin is not elfecl ve lor absence (petit mail se rures II Ionic clonic 
(grace mal) and absence (pet I mail seizures are present, combined d'ug 
the'apy is needed 

Serum evelso' pnerryta n sustained above Ihe oatmal 'arge may produce 
caVusioral slates relerrec to as 'delirium', 'psycl-os-s". a: 'encephalopathy", 
or rarely irreversible cerebellar dysfunction. Accord rgly. a: Ihe "irsl sign ol 
acute tox city, p asma level determinations are recommended Dose 'Auction 
ol phenytoin therapy is nd caled il plasma leve s are excessive; it symptoms 
pe's si, terminator is -ecommended (see Warn rigs) 
Information tor Patients 

Patients laiing phenyloin should be acv sed ol the mporlance of adhe' r,g 
srric! y to Ihe prescribed cosage -egimer and o' in'orm ng hie physician cl 
any clinical condition in which I is nol possible to lake the d'ug oral y as 
prescribed.eg surge-y, etc 

Patients shou d a so be cautiored on the use o' other drugs cr alcoho i : 
beve-ages withou I list seeking Ihe phys ean's advice 

Patients should beinsf-ucled Ic ca I Ihe r phys cian ilsx r rash deve ops 
Tne importance cl good delta, hygiene shou d be stressed in orde' tc 

rrin m re die development ol gingiva, hype'plasia ard its comaiical ons 
Do not use capsules wnch are d'scclourec 

Laboratory Tests 
Phenytoin serum level dele'minalions may be reaessa'y to achieve optimal 
dosage adjustmenls 
Drug Interactions 
1 here are many drugs which nay increase cr decrease pnenyloin evels 0' 
which pherytoir may attect Tne Test common y accurn'ng drug nteractions 
are isled below. 
f Drugs which may increase phenytoin serum evels include; 

chlorampheniccl cicumarol dsulfiram tolbutamide isoniazd. 
phenylbutazone, acute alcoho inlake, salicyates chlordiazepcxide, 
phenolh azines dazeoam, estrogens, elhosuximide. naothare, 
methy phen date sullonamides. c metidinc, trazodone 

2 Drugs which may decrease phenytoin levels include; ca'bamazepine, 
chronicacoho abuse.reseroioc IngestJontmeso'aherytoinandarlacd 
preparations containing calc urn shou d be staggered in oaf enls with low 
serum phenytoin levels to prevent aaso'aticn proa ems 

3 Drugs which may either rcrease or decrease phenytoin serum levels 
inc ude; phennbanbital va proic acid, and sodium valproate. S ni arly the 
effect 0' phenytoin on ohencbarbital, valproic acid anc sodium valproate 
serum levels is unpredictab.e. 

4 Although nol a I'ue drug interaction. I'icyc ic antioeo'essanls may 
precipitate seizures r susceatib,e patients and phenyloin dosage may 
need tc be adjusted 

5 Drugs whose efficacy is impaired by ahenytoin inc ude: coTicostero Cs, 
couma'r antcoagularts. oral contraceptives, qu>nidne, v'tamir C, 
digitox r. rilampin, doxycyc ine, es!-ogens. lurasemide. 

Serum level cetcminations are especially helpful wher possible drug 
inle-act ons a-e suspected 
Drug/Laboratory Tart Inleractloni 
Pnenyloin may cause decreased senim levels ol arute n-bourd iodine (PBI). 't 
nay also produce 'ower man rormal values for dexamediasone or metyrapooe 
tests Phenytoin may cause increased scu'n levels o! gucose al<alne 
phbsphalase and gamma glutamyl transpeptidase (GGT) 
NunlngMolhan 
Intant o-east feeding s not 'ecomnenderl for women taking this drug because 
phenytoin appeals to besecteted r cw cencentrations in human milk 
Pregnancy 
See WARNINGS sectinn 
Carclnogeneilt 
See WARN NGS sec! or 

ADVERSE REACTIONS 
Central Nenraui System: 
The most common manifestations encountered w th DJarlin (pnerylcin 
spdium) therapy are referable to this system and are usually dose-relaled 
Tnese nclude nyslagnus, ataxia, slu'red speech, decreased coon] nabor and 
menial contusion. Dzziness, insomnia, transient nervousness, rroto-
twitch'ngs, arc headaches have also been obsei-ved- There have also been 
'are reports of phenytoin induced dyskinesias, including chorea, dyston a 
tremor and aster x.s sirri-ar to those rduced by onercthiaz re arc olhe-
neurcleplic drugs. 

A predominantly senso"/ pe'iphe'a polyneuropathy has been observed in 
patents'eceivinglong lermphenytoinIherapy 
Gaitralnletflnal Syifam: 
Nausea, vomibng. and conslipalon 
Intagumandry System: 

Dermatological man testations sometimes accompanied tr/ lever have 
ncluced scartalin form or noruill form rashes A morti II (o-m rash (neasles-
like) is Ih-e most common; ooher types of de'manbs are seen more rarely. Other 
more serious fo-mswhich maybe fatal nave included bullous, exlol ative or 
purpuric de'madbs. lupus e-ythematosos. and Slevens-Jonnsor syrdrame 
(see Precautions) 
Hemopoietic System: 

Hemopoietc compl cations, some fatal, have occasionally been 'eported in 
association wth administ'ation ol pnenyfon These have included 
thrombocytopenia, leukepena granulocytopenia, agranulocytos s. and 
pancytopenia with o' without bone marrow suppression. While macrocytosis 
ard negalobtasbc anemia have occu'red. these cond tions usua'ly -espond 
lo toic acid therapy. Lymphadenopathy ireuding benign tymph node 
hype'p!a.sia, pseiidolymphoma, y.mpnorna, arid hndgkhs Disease have been 
reported (see Warnings) 
Connetlive Tissue System: 

Coa-sening of the facial (valine -, en'argeirenl nl the I ps. gingival nypeiplas a. 
hypetrichosis and Peyrcn'e's Disease 
Other; 
Systemic upus erythematosus, aeriarter is nndnsa, toxic hepatitis. I .ver 
damage, and immunoglobulin abnnrmalites may occur 

OVERDOSAGE 
-he lethal dese ol Dilantin (anenyto r sodium) in children is nol knewr Tne 
efha cose in adults is estimated lobe 2 tc 5 gran's Tne in l:a symptoms are 
nystagmus, ataxia, ard dysa-thria Othe' signs a'e tremor, hyperflexia, 
elnargy. slu"ed spescn. nausea, vomdrg The palien! may oecome 
comatose and nypotensive Dealh s cue Ic respiratory and crcularo-/ 

'here a'e marked var at ors among rcividuals with -espectto phenytoin 
plasma evels whe'e toxicity may occu'. Nystagmus, onlalera gare usually 
appears al 20 mcg/rrL, ataxia al 30 mcg/mL, dysarthna and lethargy appear 
when the plasma corccnlralion is ove' 43 mcg.'ml, but as high a 
concenbabon as 50 mcg/mL has iKsn 'eoorted without evidence o' toxicity 
As much as 25tnes Ihe bnerapeuSc dose has been lawn lo rcsu t n a scum 
corcenfalionover 100mcg.'ml w '̂.hcomp'ele'ecovey 
Treatment 
Trcatmenl s nenspecilic smce there«no known an! cole 

The aceouacy of Ihe respi.-alcry aod circulatory systems should be ca-ey y 
observed and appropnatesuppo'tive neasuresemploycd. Hemodialysis can 
be considered s nee phenytoin s net completely bound lo plasna p.-oieins 
"dial exchange fanslusion has been used n the treatment ol severe 
moxicabon in ch Idren 

In acute overdosage Ihe poss bility cl other CNS depressants, rciuding 
alcchcl. should be borne in mine. 

DOSAGE AND ADMINISTRATION 
Scrum concentabons should be mon lored wnen switching a patient Irom Ihe 
sociurr sail lo Ihe '-ee acid lotm. 

^ilantr Capsules D'tenth Parenteral, and Di antin wilh Phenoba-bila a.e 
lo'mulated w th die sodium salt of pherytc n '•» free ac d lo-m cl phenytoin 
•s used in DTantr-30 Pediafic and Dilantin-125 Suspensions anc D lanl n 
h"atabs Because there s approximately an B* ncrease in drug content w ti­
the free acid fo'm than die sodium sail, dosage ad,ust.ments and serum en 
monitohng may be necessary when switch'ng Irern a product td-mulaled with 
Ihe Iree acid to a prcducl formulated with ine sodium sa '.and vice versa 
General 

Uosage should be nd vidualized to provide max num benelt In some cases 
serum blood level delerrninalions may be necessary 'o- oolima dosage 
ad ustments-die c inical y elfecl.ve serum level s usual y 10- 23 mcg/mL 
Se'um blood level delerm-nations are especially helplul when posstle d'ug 
interactions are suspected With recommended dosage, a period ol seven !o 
Isr days may be required to achieve the-apeutic blood evels wilh Dilant n 
Adull Don: 

Patents who have received no P'evious treatment may DC started on one 
100 ,mg extended phenytoin scdium capsu e three times dai y. and tne dose 
d-er adjusted tc suit individual requirements. For most adults, die satisfactory 
ma ntenancc cosage will be Ihree lo 'our capsules (300-400 mg) daily. Ar 
increase lo six capsules da ly may be made, if necessary. 
Pediatric Dose: 

Initially. 5 mg/kc/day r rwocr three equalydi'/dec doses with subsequent 
dosage hd'vidualired lo a maximum al 300 mg daily. A recommenced daily 
ma rienancc dosage is usually' to B mg/kg. Ch Idren over 6years old may-
require the minimum adull dose (300 ngicay) Pedialr c dosage 'orms 
available inc uoe a 30 mg extended phenytoin sodium capsule, a 50 mg 
palatably flavoured hiatal or an dial suspension fo'ir contain ng 30 mg of 
D'lantin in each 5 nL. 
Alternative Dose: 

Once-a-day dnsage fo- adu ts w th 300 mg of extended phenytoin sod urn 
capsu es may be conside'ed i' seizure con del is estab ished with d vided doses 
al Ihree 100 mg caasu'es dai-y. Studies cornpa' ng divided doses ol 300 mg 
with a single dai y dose a' this cuantly ind caled that aoso'pb'or peak plasma 
evels biolog c hall-l'te. dil'e'ence between peak and min'mum values and 
miliary -ecovery were equ valenl 0.nce-a-day dosage oilers a convenience Ir: 
8-e ndividua patent o-Ic ru-sirg persunnel for hsitubonalzeo patents and 
is intended oniy lo be used lor patients requir ng this amounl of drug daily. A 
major problem in mol-valing ncncomplian! patients may also be lessened 
wnen the patent can take all of his medicaton once-a-day. However, patents 
should be cautioned not !o inadvertency m ss a dose. Only extended phenyta n 
sa:l urn capsules are 'ecommended Icr once-a-day dosing 

HOW SUPPLIED 
DILANTIN CAPSULES: (EXTENDED PHENYTOIN SODIUM CAPSULES USP): 
Each while capsule wilh pale pink cap contains, phenyloin sodium 30 mg 
Bottlesol!OOand500 

Fach while capsule witn orange capcanlahs: phenyloin sndium 100 mg 
Bottles of 100 and 1,000. 
Also available as: 

Dilantin Injection: 
Ready mixed 2 ard 5 ml ampoules containing phenyloin sodium 
53. ng/mL wth propylene glycol 40% and alcahal 10% in waler Icr 
imecton Adjusted to ph 12 2 mL anpculss are available n pactages of :0 
and 5 m^ ampoules in packages of 5 
Dilantin with Phenobarbltal Capsules: 
Lach wh :e capsule wilt! garnet can covins: pnenyloin sodium 100 ,mg and 
phenobarbilal 15 mg Bottles ol 100 and 500. 

Each white capsule w In b ack caa conta ns: phenytoin sodium 100 mg 
and pnenobarbita 30 mg. Bet! eso' 100. 
Dilantin Inhttabs: 
Fach flavoured. I'iangular shaped, grooved lablet contains: ahenytor 
50mg Bottles of 100 
Dilantin Suspensions: 
Fact 5 ml of flavored, coloured suspens or contains: phenyfpin33 mg 
(red, 0 lantn-30) or '25 mg (o-ange. D larlin-125). Bodies 0(250 mL. 

Stcre al room tempcature below 30°C (B6'F). Protect tram light and me sture 

Product Monograph available on request. 

PARKE-DAVIS 
Scarborough. Ontario M1L2N3 

•l.M Warner IamoertCc.mpary. Parks Davis 
Division. Wane' .ambertCanada Inc authus 
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Brief Prescribing Information 

B Tegretol (carbamnzepine) 

TEGRETOL® 200 trig 
TEGRETOL® CHEWTABS™ IQOmgaric 200rrg 
TEGRETOL® CR 200 mg and 400 mg 

Action 
1! 6H- roi (carbamazcp-ncl has anticonvulsant prppcrlics *NcJl have Men found 
useful in ihc ircilmcnl ol psychomotor epWcpsy and. as an ad|uncl Nl the treatment 
ol partial epacasies. when a<Jn>nJ5(efc<3 in conjunction with olhef anticonvulsant 
drugs lo prevent the possible generalization ot Ihc cp-kotic discharge - "iitd 
psychotropic elteci has seer observed i some patients, which seems related !o 
thea"e::;z\I's:;aih?.ma/;(;ii;ie ipsycr motortrtemporallobeepiepsy 
TEGRETOL "Climes ?.• d i m p l e s Hi. pan assoc aleiJ wi-.h irigai'iina "SUfAlpia 
<il*r wtlhln n |:: SB "::..is 

. « shor tricyclic ec-i:ounds, TEGRETOL las a moderate anticbotineigic achoi 
which's rospofivble l - 1 some o' its sice cilects. A tolerance may develop IO m 
a c l : - o.' TEGRETOL a"ter a lew r o u t e ot treatn*"! and shou<d be watched foi 
TEGRE TOL may suppress ventricular autom at-ciiy due io ds membrane- depressant 
effect similar to thai of oumidme and procainamide, associated with suppression ol 
phase < depolarization ol the heart muscle fibre. A number ol investigators hive 
repotted a deterioration ot EEG abnormalities win regard to focal alterations and a 
higher incidence ol records with nil beta activity, durmg caibamazepine combined 
t'eatrrcii! 

The absorption of carbanwepUie In man is relatively slow When token In a SVKAI 
oraldose. TEGRETOL (caibamazepine tablets) ami TEGRETOL CHEWTABS (carba 
mazepine che*abie tablets) yefcl peaV plasma concentrations of unchanged rarso-
fliaz.ct»nc within •!•?* hours Wil l respeel to the quantity of caibamazepine 
absorbed, there s no cimi<:n ly relevant drtlcrence between the various dosage 
lo-i-s When TEGRETOL CR (carbamazopinc controlled release tablets) ire admin-
i steed repeatedly, theyyietd a low*' average maximal concentration o! carbamaze-
;: i-: •• the plasma, without a reduction In the average minimal concentration This 
;erds to resuli In a lower incidence oi micrmilient concentration dependent 
adverse drug reactions It also ensures that the plasma concentrations icmain 
largely sUbie ihrougbout the day. thereby making It possible to r 3rage with a 
twice-daily dosage 

Carba mazeptne becomes bound lo serum pro:e rs lo l-e exlei: o' iQ-80%. "he 
eoncellatlono! unchanged >;i.l:stance m l " ! ! sa ,va elects I i * nor protein hour: 
portioi present m the serum :20 30%). 
The elimination halt-life ol unchanged carbamucfWic In the plasma averages 
approvuruteSy 36 hours loliowlng a single oral dose, whecas alter repealed 
adm 'i',t/3t.on. which leads lo aulc-nduction ol hepallc enzynts. It averages cniy 
16-24 hows, depending on the duralron ol Uw mrdicalwn I " paliEnts receiving 
coflcomitanl ircatmcm w lh otheren/yme-inducinf) anlreorfeptic agents, handle 
values averaging 9-10 hours twe been found 

0r ly?.3* ,o l the dose, whetfe-givei s -g yor repute sly. i<c«crele: in inc u- n : 
in jnch»nged fern. The 3'rr i ry melatK: \v. s He ph^imicc-'Sfj-a y active 
10 11-epoxIde 
In man. the mam urinary meuboiito o l catbamajcptne is (he traos-dW derivahve 
orvginahng dom the 10,1 Icpoxide, a sma« (wlion i»l the epoxide i.\ converted >nlo 
9hydroxyrneliiyt-l0carbamoylacridan Other important c«»translo<mat(oo prod­
ucts aie vartous n«wohydro»yliled compounds, a* W as 'he H tf«uionide ol 
carb}in»epirK. 
The thera aeulic ia IJS t c the steady &Ute ph-sna c:"en(iAiioi o.'iam«i-a/e;; ie 
generally lies netwtcn 4-lCmc5/m>. 

Indicat ions and Cl in ical Use 
A. TrigmlntlNnnlgti: 
TEGRETOL icarbamaHpioo) rs tndicaled for ha ^ymplomalc 'filicf of pain <:' 
trigeminal neuralgia only durwig periods Ol ir»jce-l>it!-'i of :r.» <j: primary tugornt. 
nal neuraigii (t« douloureu*). It should i d be used iwevtntrvtly during periods oi 
rort&ssion in some pahents. TEGRETOL has relieved glossopharyngeal neuQig a 
•cr patents who '»<! to respond lo TEGRETOL, or who arc sonsitnc to the drug. 
recourse to other accepted measures nusl be considered 
TEGRETOL is not a s ' r ; e ara ;s$ z aid S-:-L Z no: be used lo relieve triv a fara 
oalns or headaches. 
fl. TIGReTOL fits tmn found outul to: 
1. the management of psychomotor (temporal lobe) ec-'epsy and, 
2. as an adjunct, in some patients with secondary w partial ep-fepsy with comnie* 

symptomatoiofly or secondarily gencraUttd jeizuras. when administered in 
combination wuh olheranWpileptic medication 

3 as an alternative medication in patients with gere*a zed lor c c ' r . i ; se i..'ss 
who are expenenciig marked s*« etfects or '*'. ic .-astjid to ol-sr ai:i 
convuisanl drugs 

TEGRETOL « noi cttectnn; m coniroSmg petd mai. minor motor, myoctoruc aid 
predominantly unilateral seizures, and does eol proven: the generaliralfcn - I 
eprieplK: discharge Moreover, recent information suggests that eucerbatlon z\ 
secures may occaswahy occur In patients HWI atypical absences 

Contraindicat ions 
TEGRETOL (ca/barwep^e| s'tojld rot ie aCtr ris.eiec I-: jalicils w h a l i j t c y 
of hepatc disease o* serrous blood OHorder 
TEGRETGt should not t» aduVmstered immc*alcly belote. in conjuricDori with, or 
iminediatoiy aite' a monoamine oxidase HiMmW VJt\cn it seems desirable to 
administer TEGRETOL to a patient who has been receiving an MAO inhibitor, ihere 
should be as long a drug-Wee interval AS the clinical condition allows, but in no case 
should Ur.j be less than 14 days Then the dosage ot TEGRETOL should be low 
wniaSy. and increased very gradually 
TEGRETOL shouM not be adnwiijieed l<: ;:a: ems ;;-e.-ei|rg al' iovtrl- cular heart 
:i.cck. (SeeSectiom on Action ana PWCWJXK). 
Sale use in pregnancy has noi been established. Therefore, ? irSHrTOL shotlc no: 
be administered durmg the llrst 3 months ol pregnancy TEGRETOL should not ss 

rtn lowomen of ch>!d-bearing potential unless, in the opinion ot the shysician, 
CKpected benctits to the patient outweigh the possio-'c risk io the Ictus (See 

Rwotivctm Studies}. Because ol demonstrated toxicity In nursing animals 
T EGRETOL stouU not be admmiswred to nursing molhers 
TEGRETOL should not be administered io patients vviih known hypcrscnsilWlty to 
cirbamucplne or lo any ol ihe incytfac compounds, such as armiriptyiine. irimi 
prarr-ne. Imlprain.ru. or their analogiifls or iiMtabolites. because o) the srfrWirity 11 
chemical structure 

Warnings 
AWwighfepoitoauiirequently, sy; ::i.sa::vs'$eeHeelshcvi -it' c:se.-veS ci'ting 
the use oi TSGHETOL (carbamaicpinei Acrarttocytosls aid ap a< l ; arenia nave 

sccirrci in a few instaivces with a fatal outcome. Leucopcna. thiombocytopenu. 
li'ai'Mvfiidsrapdchoicsuiicjaundicc. and hepatitis have also been reported '!**. 
therefore, importani that TEGRETOL sMoM be used caielully and dose tfflfcll ana 
frequent laboialcxy supervision should be maintained tliroughoul l-eal-ierl in 
order to detect as early as puss he s:;rs arc syrran-s ol ^ poss'ale blooo 
dyscrasia 

long-term tonicity studies d rati indicated a potential carcinogen* ~& (Sse 
SKiionot) 'iQrica'ogy') The.'efore.i'ieposstblerisioidfufluiemuitbewejiec 
against the potential benefits bclcrc piescrlhing ca'oamaiep-ne to ir:: whm 
pajlgnls 

Precautions 
MonrTeWflo ol Hematotoglulaad Olner Adverse Re*cllon$: 
Cortrpfcte wood studies, nciuihng platelet counis. and evaluation «" hepabe ̂ -rl 
renat ttmcJon and unnaiysis shooW be carwd out before trealment is instituted. 
Careful clinical <.\-:. laboratoiy suuerviswn shorAI be maintained throu(|houi heat> 
•nert. mduding Irequom pertormance ol complete blood counts, in order to detect 
any early signs v symptoms ol blood dyscttS'a Should arys-ans or symptoms or 
•bnormaj luttratwy findlr»ji suggestrtc ot blood dyscraw or liver <ftM>rdcf occur, 
TEGRETOL (carb.vna?epine) shOll̂ 3 l:e immediaielv disconlfnued until ihc case Is 

fJoftprog(essive or fl<::ual i g jsymptomat-c ieucopema. which rs encountered, 
does noi generally can lor the withdrawal of TEGRETOL However, treatment w-th 
TEGRETOL should be d'swmtlnucd it the patient develops leucopema which is 
progressive or aocomparRCd by clinical nian-lestalroos. e g lever or sore throat 
Uilnacy Retention and Inemsed Intnocubr Pressor*: 
Because ol IIS anticholinergic ac:io.i. TEGRETOL should ts givsn cautioLsly. I at 
an. to palwnts with increased mliaocular pressure or urinary 'e*,n;ion Sucr 
p,it*nts should be foftmed closely while uving the drug 
Occurrence of BctiittiVrt! Oitcrden: 
Secause it is closefy reiateo to the oiher tncyc«c drugs, there is some possibiMy 
that TFGRf-'Oi nfcght activale a latent psychos-s, or. In elderly patients produce 
og.-tation or contusion, especially when combined wlihother drugs Caution should 
also be exercised •• alcoholics 
Use in PaHenit wHti Cardtovasculir Disorders: 
TEGRETOL slo j .d be use:: ca jfcius y r paticnis wiih a rxstory ot coronary artery 
drtease. organic fteari dnease. or eongestrve lailure l l a dcleclrve conducive 
Srttem is suspecled. an ECG should be pe'foimed before adnwHsttring 
TEGRETOL, in order io exclude patients with atrioventricular block 
Driving and Operating Haiasdout Mactitoety: 
Because di«uie» and drowsiness are possible svle effects nf TEGRETOL, patients 
ihouid be warned about the possible hazards ot operating machinery or driving 
automoNcs. 
Ooig interactions: 
induction ol hepatic enzymes in icsponse to TEGRETOL may have Ihc cllcct ol 
duninisfwig the 3drvliy ol certain drugs thai are melaborired in the ivet This 
•>U»M bo considered when administering TEGRETOL concorrttantiy with oilier 
ami-epileptic agents and ijrugs such as theophylline 
Concomitant adrmrhstrationol TEGRETOL with verafjamrf.difija/em.erylhromycin. 
troteandomyc-i clmol-jmc propo».yphene or iioniarid. has been reported to result 
in elevated plasma levels ol carbama/eiwic. Smce a i im: ease r the Wood levels ol 
I N I iu/~pmr .nay -estit ir unwanted cllecis (eg dieMess, headache, ataxia. 
rtrpinpia .uc -^slagmLS r a y occur), the dosage ol carbamueolne should be 
33ap:c] ascordingly ar;: bloo:: levels monitored 
"ieconcomuni. 'Cmmst/awr of ca'taTazeaine aid l i i j i i nay urease IN; 
rskof neufotcxics :eeffects 
lipabcnlsicceiv^gora!aPi:ic:agulailmedfialirvi. l ie a:sage ^1 ihe aiittoajulant 
5'ioukJ be readaptcd to clin Zi\ 'iiquiremcnls whencvE- l ? a l ; i j - | wl ' i 'EGRETOL 
is initiated or wiihdrawn 
TEGRETOL, "lie other aiKonvirfsanis. may adverse y aflcci ine re ability - I <ir?l 
coniraceptives Paticn'-s slxH/d accoid'igly cs ac^iser :o i,se so,™ ai:cira:.vc 
non-twinora method ::l contraception 
TEGRrOL. i<e :her psycito-acUve augs. nay '«ucc the Want's alcoho 
!- Brtiics. i11> herefiMi: i i 'v«b'« iz abstam ' tor a<conol ccistnatior Sb-'irc 

TEGRETOL should not be admii 
.iVehoo on Cont'^nthcatms) 

I rVfiO ii i i$tt 

Adverse Reactions 
The reactions which have been most ircquentty reported with TEGRETOL (cerca-
mawpinc) arc drowsm;ss, unsteadiness on ihe feet vertigo, dinwess. gastroin­
testinal disturbances. Md nausea. These react'ons usuily occui only doflftj Hie 
initial phase ol therapy They have rarely necessitated discontinuing TEGRETOL 
therapy, and can be iwibntied by initiating treatment at a low dos3ge 
The more serwus adver« reactions observed are We hematologic, hecatic. caro-o 
vascular and dermitologic reactots. winch requite c&seontinuatron o! therapy It 
Ireatrnent with TEGRETOL has to be wythdrawn .iti'uoi.y. the changeover io 
another antiepieptic drug should be effected under cover of diazepam 
The f : 'owl? aavetse -esclflis lave ben- -eooilee: 
ffivnarordgic - Transitory leucooema oosinophdu. hyponatrcrmrt. le.ici>::yl::sis 
thirjmbocytopenic puipwa. agranulocytosis, macocytlc anem a aid aa'sslic 
anemia m a lew Instances, deaths have occurred 
Heosiic Dtring l ie c i a - i e n n ^ r i stral : : i of 'EGRi-i::., a t u - r a I as ir vet 

Betn>*tr><QQK - The loSowtng reactions occurred during ireatrnent with TEGRE TOL 
s*in sensitivity reactions and rashes, erythematous rashes, pruiitic cruptws. 
urticaria, photosensitivity, p-gmenlary clunges. ncutodcrmatitts and In ra»e cases 
Stevens-Johnson syndrome, tocic epiderrrut necrolysis, exfoliative dermatitis, 
alopecia, diaphc-rcs's. erythema multiforme, erythema nodosum, and aggravation 
of disseminated lupus erythematosus 

MiuWfegjO - The rcKtrons reported 35 occurring during trealmenl with TEGRETOL 
include vertigo, somnolence, ataxia, contusion, headache, labgue. blurred v-uion. 
visual hailucanatkiris. transient diplopia and oculornoior distuibances. speech &$• 
turbanccs. abnormal involuntary movements and increase in nxwor seizures In 
addition, peripheral neuritis and pa/estbesa. depresswn with ag-uiicn. tiftaiivc-
ness. mstagmus. hypcracus^. and tmnlius have been reporled but only very 
rarely There have been some reports of paraJysii and other symptoms ol cerebral 
aitenal insufficiency bui no conetuslvfl relaiAiship to the administraiion of 
TEGRETOL could be established. 

CarOovAKutAt - Thromf»ernbc*sm, rerur-incs ol PunmbophleMis in pal ?nls 
with a prior history of IhtDmbophlebltls. primary thrombopWeMtls. congesinrc 
heart fa-Jurc. aggravation ol hypertension. Stoxes-Adams in patients with AV Koc*. 
hypotension, syncope and collapse, edema, aggravation ol coronary artery 
disease Some of these complications (including myocardial Infarction ind 
arrhythnva) have been associated with other tricyclic compounds. 
Gortiou/'nary - urinaiy frequency, acute urinary retention, oliguria wiih elevated 
blood pressure, azoternii, rem) 'a 'ure. and impotence. Elevation ol BUN. 
albuminuria end «ly::ns..-ia a so have been observed 

Httpmoff - PulmiWiary hj-peisensiMy characlen/ed by lever, dyspnea, pneu 
monitis or pneumonia 
6VwftWjfesto,if - Disturbances associated with TEGRETOL therapy have included 
nausea, vomiting, gastric or abdonvnai discomfort, diarrhea or constipation, 
anorexia and dryness ol the mouih and ituoit. gi?ss>tiS jnd sionutibs 
OpfHAor/nke - There is no conclusive evidence lhat TEGRE TOL produces pathologi­
cal changes m the cornea, lens or relrda However, it <neu« be recognized that 
many phenotlrUzines jnd related drugs have been shown to cause eye changes By 
analogy, periodic eye examinations, mduding sM-lamp fundoscooy and tonometry, 
are recommended. 
Oilier re .Kt lo i reporled rising t featmf i *i ;h TFGRET0L include ievet and chills, 
a-hing jolnu an: -use ss. teg cramps. c:i.-i:Svitrs. ^ - i : : adenopatly or lyrrpi-a 
cenopathy 

Symptoms and Treatment ot Oveidosage 
Symptoms ot Overdosage: 
Ihe symptoms : l ovetdosage iclLce di/zuiess. iiaxia. drc/ii ineH. stupor, 
nausea, vonatuig. res'iessres'. agitatNw. *»r»enution, nenwi. invotuntaiy 
movements, opisthotonos, abnormal reflexes (slowed or hyperactive), mydriasis, 
nystagmus, flushing, cyanosis, and urinary retention H»potcnsionorhypcrlens<on 
may develop Coma may ensue EEG and ECG changes may occur The U&orarory 
lindings«nisolated ir-siances of :;ved::;age haveIndudeokuxocytosis. reduced 
leukj-yie couni. plycostriaarj acs'.ortria 
Treatment ot Overdosage: 

There is no xnown speelllc inHot t to "EGRETOL IcaibauiiiRplfWL Experreice 
wiih ace denial TEGRETOL overdosage ibrrwed. S>rwTEGRETOL iscttemtcJiy 
related lo Ihe tricyclic antidepressants, reference :o ireatrnent of TOfRAW. 
(i-nipramrsi svcr:osage i< re'evart 
it is recommended thai emesb; be induced, and lhat gastric lavage be performed. 
Vital s-grn shnuW be watched ar*J symptomat'c treatment should be administered 
as required Hype "'nubility may be controlled by ihc adnwiiiiralton ol parenteral 
diazepam oi barbiturates However, bartniurates should not be used H drugs that 
Inhilwi monoamine oxidase have also been taVen by the patient, cither in over­
dosage or in recent therapy (w»lhln two wcefcs) 

Barbiturates may also Induce *es:wr.iio*y depression, particularly In ::hidren. It is 
theteioreadvlsableiohaveequiprert av*<ibie lor artificial ventilatio i .irdresuso 
taiion when barbiturates are nrrpoyed. Paraldehyde may be used lo counteract 
muscular hypertonus without preSjcingrespuatory depression 
3hoc<(circulaioiycoHapse: shot d :ie treated with supportive measures. mcwcRng 
ni-avi:nousltu:::s oxyrjen. andcorhcosterofds 

t is "econunended that the e'ectrocardiogram he rnonito'ed. pa'l :xar y in 
Children to detect anvcaidiacafinyihrnlas or :onfuc:ion delects 

Dosage and Admin is t ra t ion 
Use to Cpileosy (See Indications): 
A low 11 al daily dosage «' 1 KiHfTOl (carbanazepinc) w n a gradual irerease m 
ifosigr s advise:! Oosagesrctd be adjusted ic the needs z\ ihe Individ ..al patient 
TtGRFtO- Ub'els and CHEWTABS s"::.ild he la-en in 2 1 : A divides coses daily, 
w.ll meats wherever iflsvwc 
The controlled release chancleristics cl TEGRETOL CR reduce the daily fluctua­
tions ol plasma carbamazepine TEGRETOL CR tablets (either whole or. if so 
tmcr.fred. only hall a tablet) ShouM be swaifowed unchewed with a Utile Iqiid 
during oi after a meal These co-itrollcd release tablets should be prescribed as J 
twice-daily dosage l l necessary, three divided doses may bo prescribed 
Adutts and CMdren Om 12 rears olAge: 
Inrtaity. too io 200 mg once or twice a day depending on the seventy of ihc case 
and previous therapeutic history. The initial dosage is progressively increased. *n 
divided doses, until ihe best response is obtained The usual optimal dosage is BOO 
to *?09 mg daily In rare instances some adult patients have received t60u mg As 
soon as disappearance ol seizures has been obta-ned and maintained, dosage 
should be reduced very gradually until a minimum effective dose «reached. 
Children B-tZ Years ot Age: 

initially. 100 mg in divided doses on the liist day Increase ii'aduaOy by adding 
100 nrt ptf day until the best response is obtained Oosagc s'':;uid genera'ty not 
exceed 1000 mg daily As soon as disappearance ot seizures h;s been obtained* and 
maintained, dosage should be reduced very gradually until s mUmum eilecwve 
dose is reached 
list In Trigeminal Neuralgia: 

The aiiha) dally dosage should be small. ?00 mg taken m ? coses of 100 mg each is 
recommended the total duly dosage can be increased by 700 mo/day unM «c*el 
of pain is obtained This >s usually achieved al dosage between 200 and 800 mg 
daily, but occasionally up to t?0O mpfocy may be necessary Rs sew as rebel of 
pain has been obtained and maintained, progressive reduction m dosage should be 
aiicmptca until a m-mma! effective dosage Is reached. Because ingeirtMi neural­
gia is characterized b^ periods of rembstoOi attempts should bo made to reduce or 
discontinue the use ol TEGRETOL at intervals o' not more than 3 months, depend­
ing upon the aid.vkjual clinical course 
Prophylactic use ol the drug in bigeminal neuralgia rs not recommended. 

Avai lab i l i ty 
JfGHnOi Tablets 200 mg Ejct while round, lu l . beve lededge do .is - w e e d 
tablet engraved GEIGY on one sidi- -orlains ?00 r j ca'b,imazepi"e Ava' ablf in 
boflies of 100 and 500 laWets 
TfGfinot CUtV/TABS tOOmg Pate pin*, round. Hal. fcsve cd-odgc tablets with 
distinct red spots GElGVengiivedwonesideandM'lon Ihe other fully bisected 
between the M and R. Each ehewabVi table! contiirs '00 ma orbamazoplne 
Available m bottles or 100 CHEWTABS 
TfCflfTfX CHSWTABS 200 mg Pale pn*, oval bconvex tablets with fishnet te : 
spots GEIGY engraved on one sde and PU engraved on the clhcr Fully blsec:c:: 
between ihe P and U Each chewabte rath'et coniams ?00 mi; eaibamazcpir-! 
Avaiable w bottles ol 100 CHEWTABS 
HGftnOL CR200 «<g: BDigcorange. capsuieshaped. shgiitly s-onvex tabfei 
engravedCGVCGon one < ^aAdlfCfitConiheotner fiflytxscclec o.i tothsldes 
E3Chconi*oi>[lrr!i*.iHe,.--hl6ico,i!i'.s200nigcaib3fii,\zf:p:ie. A.'.-iiM.l^nootl'es 
ol 100 tablets 
HGftflOt CHAOOmg Browih-oranie. capsulcshaned. slightly biconvex tablet 
engraved CGfCG on one side and EHE/ENE on the other fully bisected on both 
Sides Each controlled reniase laUet contains JlOO mg caibamj«r>jK Avaji*b!e In 
boitienoMOOiawets. 
Select ;rom heal arc i - r d ly 
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Prescribing Information 

EKSS^ 

fllPI 

ACTION AND CLINICAL PHARMACOLOGY 
SIUCLIUVT ('unarizine hydrochloride) 0,-cvcrts trc delclcbus cl'ccls or ce Ida- calc urn overbad by reJjciny 
excess ve baisnensrane fluxes o' oalciun- Flunari/he doss no: inle Igre witn normal r:ellu.a- c :aCUT 
heneo stasis. Fljnariz'rie a so has anl histamnic o'ope'tes 

I he elects ol llunarizine in Ihe prophylaxis o l nigra re are mast pronounced with .-egards to the recLrt'on ct 
the '•eo.jercy of attacks The sever ly ot miora r.e attacks improves lo 3 lussu- Bxleoi while Mile a- nc effect 
is seen on the oualcon ct tiigcaine episodes. 

'hepharmacokineticparameterscto'aLy adrrinslersdllma'iz'rearesummarizedir Ianet . 

Flunarizine s well abicrbed; oea< plasma levels are airaioec 2 to 4 I m - s alter oral admirislralior in heallhy 
vo unlee's. Plasna concentrations increase orartually d j r h g chrcn'c administration ot 10 mg dai y reaching 
a steady stare level alter 5 to 6 weeks ot d.xg adrrin slration Steady slate plasma levels remain constant cur eg 
aiolonged treatment alhuugn there is substant al irienndivioual variabm: plasma levels range between 39 and 
115 ng/niL 

h SO elderly patierrs :m;-an age 61 yea-s}. with inlermiiient claudication, long term (median 6 n'ontns) 
treatment with lluriev.ne. 10 rug pe.' day y eli:ec tanly consianl steady state plasma loves albeit w I h 
corsiderao e inlerindividual difererces. v-.'n le plasna llunanzi-ie levels were between 50 ng/m_ and 
150 rg / i r L r 4 6 * o l palienls, individual va ucs ranged l iom less than 20 ng.'mL to 580 n t / r u . . Flunar'/ re 
was nevoid c l cumulative e'fecls as shown by repeated measurement. 

As Indicated by me large apparent volume ol dislribution (mean = 432 l./kg; range = 267 - 799 L'xg) seen 
aliertliooialadnwKlialionol30 mg in healthy volunteers, llunarizine iscxlerisively distributed to tissues. Drug 
concentrations in tissues, pariicularly adipose tissue and skeletal muscle, were several limes higher Ihan 
Plasna leve.5. 

Flunarizine is 9 9 1 « fcoi.rc.90W s oound to plasma proteins and 9 & retributed lo blood eel s leav'rr; ess 
man 1% present as Iree dreg r the plasma water 

flunarizine is metabolized p-incipally IhroighN-oncalion and aromatic Ivdrcxyliition. During a 48 hou' oeriod 
altera single 30 n g dose, minima ur i r ia 'y(<0?1i i ] and 'ecal(<8<*) exu-elhn o' lluna'izine and/or ils 
metabo. tes was found I h s indicates thai he crug and its mstabcliles are excretec ve'y slowly over a prolonged 
per o . lo ' l ine 

Fli.nar'z re has a long elininal on nail life ol abm.t 19 days 

lable : Pharmacokinetic parameters o* liurar zine in nealthy volontee:s 
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INDICATIONS AND CL1N1CALUSE 
SBLL UM (lluna-iz ne nydrcch oridc' 
Hj iar i r i -E is not inrtiiated in tne treat 

CONTRAINDICATIONS 

5IBFLIUM (flcra-mne hyd'och oridc) 

I Imarzine is ccntrahdicated in paler: 

PRECAUTIONS 
Since sedation and/or drowsiness occur in saire palienls d j ' n g trealmeni with SIBEL1UM (llunanane 
hydrochloride) (see ADVERSE REACTIONS), palienls should be cautioned against achvilies which require 
alertness or rapid, precise responses (e.g. operating machinery or a moior vehicle) until ihe response lo ihe 
drug has been determined. 

Use in Pregnancy 
To date, Ihe-e arc no data lo support Ihe use c l l l jna-' 
administe'ed to pregnant women unless the ar.l i: patei: 

Use During Laclatlo 

Kill'. 
ing o-cg :y. It should In* 

jjn [he polenlia risks. 
elci 

todies in laclaling dogs have shown lhal lljnsriane 
milk is much greale' mar lhal in ;i.asna. R-eul 
tak rg llunarizine 
Use in Ihe Elderly 

Tne efticacy o l tkinariz're in the propl-ylax's c i nigra 

Usein Children 
Tne e'ficacy o*1 Lnarizine in the anaphylaxis of m gr< 
' 8 yea's nl age 

Use in Palienls wllh Parkinson's Olsease 
:li.'narzine is conlraindicated in patieits witn ire t 
Cisa'de-s(seeCONTRAINDICATIONS). Clincalsui 

ilk ine 

islaoishedi 

eslabl snec 

titration c ' I I jnarizinei 
d gam-ago) in wonic 

leiterly subjects, 

n palienls yoLrgerlha 

is'ing Parkirisor s cisease o ' other exirapyran'oal 
indicate Inal o'olonged < unari7ine Irealrnenl. even a-

elderly subjects who did not show p ccommerded doses, can produce motor dislurbar 
neurological deficits. The cirucal symplonis resemble Parkinson's disease however, they do nol improve v 
aniiparklnsnn rncdicalion. Experience lo dale suggests lhal in mosl instances Uie extrapyramidal sympio 

tend lo be reve-s his Inlirv 
'.unarizine Inerapy be lol 
necessary, Ircatnienldis; 

Use In Depressive Palienls 
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yoi.rye 
Endocri 
Galaclo 

odrapyamidal iay be dr 
ndtnala 
tecled e, fly and if 

galactoi 

oat ems (SH 

le Etlecls 
rhcanasbci 
« fi-sl Iwu 

nmost 

c lhal [lu.n«rizii'c can. i 
CONTRAINBIC/naS 

' c o o i c d i r a ' e w l e r r 
unllis o l flurai i ne Ir 

rc i al 

cpa: cnts, 
l (lis 

merceddos 

omealwno 
conlinuat'dii 

:. precipitals depri 

:ases flui 
dTSHcvi 

I'izine therapy cajser 
• ddix lshowsigni f t 

lama/e 
iHli.i 

nhai 
nlic itncdicatio 

n no l to afei 

cGH.Lb.FSH 
been repened. 
Drug Interaction: 
Eviderce Irom thc-apcuic Ir als in cpi cotic patients 
kinetics ol plienyloin. o; 
Fuilliermore, steady sta 
Th sis cans cerec loo! 
erzyne indued en by (hi 

In other studies, < unarizine was sho 
nypog.yccniii eftcclotgl bcnclanide 

Use In Patients wl lh Impaired Hepal 
Flcnarizmc is metabo:iscd by Ine liver. 
with compron'sed I ver f ine; on. 

ADVERSE REACTIONS 
in clin cal trials with SISEJJIV (flunar 
sedation crtatigue) as well aswoght 
ot?0and 15%, respcclive.y. 01940 
lli.iarizine Iherapydue to drowsiress and welglil 

Tte r ro i l ser cus side ellecl cnccunlered in migrai 
patients, 11(1.3%) were withd'awn due lo depres: 
patients bet.veen 20 and 54 years ol age wilb a per 
(see CCNTRAINDICATIONS and PRECAUTIONS). 
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SYMPTOMS AND TREATMENT OF OVERDOSE 
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DOSAGE AND ADMINISTRATION 
The usual adulldosage c l S RFLiU'J [' un: 
Patienlswbo experience side el'ecls may 
Duration ol Therapy 
U inical experience indicates lhal 

sedaiio 
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onset ol ellecl ol llunaii/me is gradual and maximum beoehls may i 
he seen before the paiienl has compi led several weeks of conlinuous Irealrnenl. Therapy Iheretore sho 
nol be discontinued lor lack ol resoonse before an adeguale lime period has elapsed, e g . 6-8 weeks 
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ELIORESAL® 
(baciolen) 
Muscle relaxant 
Antispastic agent 

INDICATIONS AND CLINICAL USES 
Alleviation of signs and symptoms ot spasticity resulting Irom multiple sclerosis. Spina cord iniuries and other spinal cord 
diseases 

CONTRAINDICATIONS 
Hypersensitivity to LIORESAL. 
WARNINGS 
Abrupt Drug withdrawal: Except lor serious adverse reactions, ihe dose should be reduced slowly when the drjg is discon­
tinued to prevent visual and auditory hallucinations, contusion, anxiety with tachycardia and sweating, and worsening ot 
spasticity. 

Impaired Renal Function: Caution is advised in these patients and reduction in dosage may be necessary 
Stroke: Has not been of benefit and patients have shown poor tolerability to the drug. 

Pregnancy and Lactation: Not recommended as safety has not been established. High doses in rats and rabbits are associ 
ated with an increase of abdominal hernias and ossification defects in the fetuses. 
PRECAUTIONS 
Not recommended in children under 12 as safety has not been established. 

Because sedation may occur, caution patients regarding the operation of automobiles or dangerous machinery, activi­
ties made hazardous by decreased alertness, and use ot alcohol and other CNS depressants. 

Use with caution in spasticity that is utilized to sustain upright posture and baiance in locomotion, or whenever 
spasticity is utilized to obtain increased function, epilepsy or history of convulsive disorders (clinical state and EEG should 
be monitored), peptic ulceration, severe psycriiatric disorders, elderly patients with cerebrovascular disorders, and patients 
receiving antihypertensive therapy. 
ADVERSE REACTIONS 
Most common adverse reactions are transient drowsiness; dizziness, weakness and fatigue (liners reported: 
Neuropsychiatry: Headache, insomnia, euphoria, excitement,depression, confusion, hallucinations, paresthesia, muscle 
pain, tinnitus, slurred speech, coordination disorder, tremor, rigidity, dystonia, ataxia, blurred vision, nystagmus, strabis­
mus, miosis, mydriasis, diplopia, dysarthria, epileptic seizures. 
Cardiovascular: Hypotension, dyspnea, palpitation, chest pain, syncope. 

Gastrointestinal: Nausea, constipation, dry mouth, anorexia, taste disorder, abdominal pain, vomiting, diarrhea, and posi 
tive test for occult blood in stool. 
Genitourinary: Urinary frequency, enuresis, urinary retention, dysuria, impotence, inability to ejaculate, nocturia, 
hematuria. 
Olher: Rash, pruritus, ankle edema, excessive perspiration, weight gain, nasal congestion. 

Some of the CNS and genitourinary symptoms reported may be related to the underlying disease rather than to drug 
therapy 

The following laboratory tests have been found to be abnormal in a few patients receiving LIORESAL: SGOT, alkaline 
phosphatase and blood sugar (all elevated) 
SYMPTOMS AND TREATMENT OF OVERDOSAGE 
Signs and Symptoms: Vo"i ting, muscjlar hypotonia, hypotension, drowsiness, accommodation disorders, coma, res­
piratory depressio", and seizures. 

Co-administration of alcohol, diazepam, tricyclic anti-depressants, etc , may aggravate the symptoms. 
Treatment: Treatment is symptomatic. In the alert patient, empty the stomach (induce emesis followed by lavage). In the 
obtunded patient, secure the airway with a cuffed endotracheal tube before beginning lavage (do not induce emesis). 

Maintain adequate respiratory exchange: do not use respiratory stimulants. Muscular hypotonia may involve the res­
piratory muscles and require assisted respiration. Maintain high urinary output. Dialysis is indicated in severe poisoning 
associated with renal failure. 
DOSAGEAND ADMINISTRATION 
Optimal dosage of LIORESAL requires individual titration. Start therapy at a low dosage and increase gradually until ooti-
mum effect is achieved (usually 40-80 mg daily). 

The following dosage titration schedule is suggested: 
5mgt. i d. for 3 days 

10mgt.i.d lor3days 
15mgt.i.d. for3days 
20mgt.i.d.for3days 

Total dairy dose should not exceed a maximum of 20 mg q. i. d. 
The lowest dose compatible with an optimal response is recommended If benefits are not evident after a reasonable 

trial period, patients should be slowly withdrawn from the drug (see Warnings). 
AVAILABILITY 

LIORESAL (baclofen) 10 mg tablets: White to off-white flat-faced, oval tablets with GEIGY monogram on one side and the 
identification code 23 below the monogram. Fully bisected on the reverse side 

LIORESAL D.S. 20 mg tablet: White to off-white capsule-shaped, biconvex tablets Engraved GEIGY on one side and GW 
with bisect on the other. 

Available in bottles of 100 tablets 
Product Monograph supplied on request. 

References: 
1 Cartiidge, N. E. F.. Hudgson, P., Weightman, D.: A comparison of baciolen and diazepam in the treatment of spasticity. 

JNeurol. Sci. 23:17-24(1971). 
Young, R., Delwaioe, P.: Spastic ty New Englard Journal ol Medicine 304 P8-33 &96-99 (1981) 
From A., Heltberq, A.: A double bund trial with bac oten and diazepam in spasticity due to multiple sclerosis. Acta 
Neurol. Scandinav. 51:158-166, (1975). 
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^ S Y M M E T R E L ? ' (ArraniaS-e HO) Antiparkinsonian Agent 
INDICATIONS:lr:l-jsurerlolFrosor'.syrrorreri i t e s t : c ie ,n - rage-
ren: ; l drug-in),:*: exfajyra-nida syWorrs 
CONTRAINDICATIONS: Paienlswith Unorni h>peisefisitwity to the Slug 
WARNINGS: FiteftswHia ustoyolsp eosy:: ; t f ; r ' 'SMUGS' snout be ccserved 
: : » : . Icposs: L'tevwdofl'il•'ervoussy nefetis Pa!ieilsv.i:h a history 
ol congestive near la. / e or p r c-etal edem-i siojld be 'otaed close y is tee 
v i pat ems who cWoped ccngesfe t;art !3i: y>, /•"' ? rece vrig SYIM: I RF L" 
Sa'eh/oLse i;-E;nancyfiasrst;=ei«labtene: S Y K ' W . ' stoi'protbe 
„se; l tsr.sn o' a Jieaiirj po r ta l , unless ".heexBecleo benelil to the patient 
:M: ;Ks l"s possible 'sk lothe !cljs 

SYMMEHri' is secreted in he r < and s'loold rol ie adrr' s:ere: I : nursing 
motes 
PRECAUTIONS ' i ? dose ray need care'ul idjuslmen: in palienis '.will renal 
impairment, corgeslve real W I T ptric^eraledenwonrflslatic hypotension 
Swe SYMMETREL* is no: ,n»:at: red a-a! s manly ewe led in the urine, il may 
accumulate when renal function is inadeguaie 
Cresnoulptseietciedirer -.:,-,-••••• ' ; :o : ; ls : ls iv t l i l iv i tKease. i ts 'on 
ol retunenl ecrematoiJ rash, psychosis, oi severe psyctoneurosis not contioied 
bycheiroliefapsiit j ioj* Cae'c oJsevaSrr rs rewired vrten admnslered conv 
cui ":'., rth awirral nervois syste-i slimulanl; 
Pal snts A n Facinsin's syndrome i-Tiprovrg or SV'l.iVin: ' should res , - ; 
normal activities gradually and caul»piisly. consistent with otier inedeal constlerj-
Sons, SLCh astne presence ol osieopccss oi tietpthiombosis Patients receiving 
SYMMETREL* who nole central nervous system elects oi blurring ol wson six**) 

SYMMETREL- it; J no: be d 'scent - je: aorupl y sine; a te cat ems witi Park -• 
::•-'; syco ra ex:s:enceda partep-an rs i s . n s«Ye~ marked c n r i 
d e r m a l c i , wher I- s r e c i c i l e was suddenly steps: 
lnedoseolantifcinergicr:'^s:.-:lS,'V'l.!?:IEL'sh:.il:hr»::.;:dln:io['ie « 
ellecls appear Mien these d'ugs are „sed corcurrentiy 
ADVERSE REACTIONS: Adverse •;;•:: : i> 'aie occrec l palie-ls v.hile ':ce vino 

' , ' • ' - ' - : . ' a : - ; : ' ' : : ~ : " • * : ' • ' • •. ' : : . : • • : . 

Unodopa 
Impoftart adverse react ens are aitiosiatic fypotersr.'e ecsooes ccngesl« heart 
lailore.depression psycfiossar3urinar/-etentci.arc• arelycawvulsicis rever­
sible sufcoper ia and rejkcjer a. a-d atp-rrral ier lend or Its: res. Is 
Adve-se reactors pi less r M t r j vt: anorexia aamety. ataxa. conlusion. 
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;"lma'es, "ast. slune! speech, vsual Pisl/banpe 
: very 'a'sly sceemalcd e m a i l s and oculogyric 
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hyiri'Micsia, •ri:abilr.y. • 
» : r ling ana weakness: 
spsoces Sera side e:tec 
adnnisl'ation o! l"s ding 
SYMPTOMS AND TREATMENT OF OVERDOSAGE: Limited data are available 
pcpemrgc linlerects i r : mage.nenl:iSYMVETIEU pveidosage; i•':srl-, 
pal en;»Ih Park.-sor's syrcpane v.to lock an ovfdose : l 2 8 g o; SYMf.'ETRtL" 
insuicidsaltera ;»;slopediCu'etcxicpsy:hos.s,ui> irytetsni;- a r p a ^ e d 

ico-basafltsturbance Treto«Bsyclio«w3srarifesiedr^flisoiientaScn.con 

possbybecaiset-epalerl.iipbeeniec: .-irgp-erylpnpiclc In •.'.:• ;es-
I o- c' SYf/W£"REL! 

There s no spe:i'ic an:idole lor acute overdosing, genera: suooctrve measures 
shouldneer::yed ilongwiir rtecialegasjidr.'Sjem -:i.::io.i3leresis 
tiHk should be lorced. and i l necessary, given IV. The pH ol Ihe urrve has been 
repprted :o in'luert? I - ; eicrei :n 'ale o' SVWFTRTL' Since Ihe excretion rale 
ol SYIi".l[TREL" rceasesiapdlywfenlfeuirc saepp lieadminisliatoro' 
urine ac 1 ly ng lluids ray ncrsiss t e e ' r nil :,n ol Ihe d.o; Irom :fe body 8 ood 
press..-e, pise, -ispiralior arreirpe'at/eshcjc te ro r Ice: Tne tatentsfcJ! 
beobserred'orpossiblepaveloprentclaiiTy'hmas.nypae-sion hypfacSvity. 
a id c: v, ilanv;, i; rr juiiod ajp'aira;; Iherapy sh: j l : te adrr nslerea 3b:d e'ec-
wlyles, urine pH and , ' ray o r i e l shoe1: be rp.iiwep I' Ihere is r.o 'ecord : l 
reaen: va : r ; . cefelehtat:i shed be p r e I"? jossb'ity al miliiple dr.) 
i rgestr Oy irw patent shot : oe cersideiei 
DOSAGEAND ADMINISTRATION: "amnion's Syrirome: kitiatdcseis fOOmg 
daily for patients «'jn serious assoc ated medical iBresses c tho are iec*n.ig high 
dos;solo:hc:irt:ark scidrugs Ah=ro-el:s;.'eial«eksil100->jorcepwy, 
JiedosemayMTCieasedlo'CO-ighvicedi'y WterSv'\'M?TRE.- arplevcocpa 
aie initialed cwc/ ienry. SYKME'RE.' snould De teld c c s a i l a: ICC r ; daily 
or Wnce da'iy while the daily dose o'enodopa is caftally increases Io opl ra l cose 
»"sn ised i ore, Ine isua dose-pi SrWIftTREL* s" . ' . m; W e a day 
Faiienlsvihoseresncnsesaie n;::i:l ~ a l * inSYVM-TRSl' atJOOrgdaiiymay 
bs ne'il I re m a n increase lo 3 C D115 da ily idrrted coses Pal en'swfosipeiicrcs 
a la i cfloleflecl venessmay regain hrehlby incsas ng the dose Ic 3CC .mg da y 
sue" patients s-p. 2 PS supervised closety by l"eir ['ysiwns. 
DOSAGE FORMS: Capsales: (00,1 ss ol ICO) each red, sort g e l * capsule con 
tains ICC mg of amantadine KO. Syrup: |£M r l ) - each 5 mL (I leaspoonM) ol 
clear c: a-'ass syrj; corliins 50 ng pi amanss ie -IGI 
Relerences: 
1 SduioRS PoskatiserDC.EngtanSACJr.YoungBB:AmjntactaemPar<jn-
sm's4sease.JWA'5;/;?277 
Product •nonograph avaia: ? :n rep.esl ln»«] 
SIM '•'•'•. 

Du Pont Pharmaceuticals 
Mississauga, Ontario 
L5M 2J1 
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Zostrix 
capsaicin 0.025% 

DESCRIPTION 
Zoslr ix" cream contains capsaicin 0.025% in an emollient base. 
Capsaicin is a naturally occurring substance derived from plants of 
the Solanaceae family with the chemical name trans-8-methyl-N-
vanillyl-6-nonenamide. Capsaicin is a while crystalline powder 
with a molecular weight o f 305.4. It is practically insoluble in water 
but very soluble in alcohol, ether and chloroform. 
ACTION AND INDICATIONS 

Although the precise rnechanism of action of capsaicin is not fully 
understood, current evidence suggests that capsaicin renders skin 
insensitive to pain by depleting and preventing reaccumulation of 
substance P in peripheral sensory neurons. Substance P is thought 
to be the principal chemomediator of pain impulses from the 
periphery to the central nervous system, Zoslrix'" cream is indi­
cated for the temporary relief o f the pain (neuralgia) associated 
with and fol lowing episodes of Herpes Zoster infections after open 
skin lesions have healed. 

WARNINGS 
For external use only. Avo id contact with eyes and broken or 
irritated skin. Do not bandage lightly. I f condition worsens, or i f 
symptoms persist for more than 14 days or clear up and occur again 
within a few days, discontinue use of this product and consult your 
physician. Keep this and all drugs out of the reach o f children. 
DIRECTIONS 
Adults and children 2 years of age or older: Apply Zostrix'" to 
affected area not more man 3 or 4 times daily. Zos l r ix" may cause 
transient burning on application. This burning is observed more 
frequently when application schedules o f less than 3 or 4 limes 
daily are utilized. After Zost r ix " is applied with the fingers, the 
hands should be washed immediately. 
IMPORTANT GUIDELINES FOR USE 
Patient compliance is vital to successful therapy. Patients should be 
instructed to apply Zoslrix™ lo the affected area ihree or four limes 
daily. Optimal response should be achieved within 14 to 28 days. 
Continued application of Zoslri x'" three or four times daily is nec­
essary to sustain its clinical effect, 
HOW SUPPLIED 
42.5 g tubes (D IN 740306) 

"Trademark of CcnDcrn- Canada Inc 

GENDERM 
GenDerm Canada Inc. 
355 McCaflre y 
Montreal. Quebec H4T 1Z7 

See page xvi 
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You can be 
part of 

our success. 

Contact 
your local 
association 

Axsain 
(capsaicin 0.075%) 

Topical Analgesic Cream 

Description: Axsain contains capsaicin 0.075% 
in an emollient cream base. Capsaicin is trans-
8-methy l -N-vani l ly l -6 -nonenamide, a white 
crystalline powder with a molecular weight of 
305.4. It is practically insoluble in water but very 
soluble in alcohol, ether and chloroform. 

Active Ingredient: Capsaicin 0.075% 

Inactive Ingredients: Benzyl Alcohol, Cetyl 
Alcohol , Glyceryl Monosteara te , Isopropyl 
Myristate, Polyoxyethylene Stearate Blend, 
Purif ied Water , Sorbitol Solut ion, Whi te 
Petrolatum 

Actions and Indicat ions: Current ev idence 
suggests that Axsain works by its action on a 
pain transmitting compound called substance P. 
The capsaicin in Axsain causes substance P to 
leave the nerve endings. With a lower amount of 
substance P in the nerve endings, pain impulses 
cannot be transmitted to the brain. Axsain is 
indicated for relief of neuralgias (pain from 
nerves near the surface of the skin) such as 
painful diabetic neuropathy and postsurgical 
pain. 

Warnings: Avoid contact with eyes. Do not apply 
to wounds or damaged skin. Do not bandage. If 
condition worsens or does not improve after 28 
days , discont inue use of this product and 
consult your physician. Keep this and all drugs 
out of reach of children. 

Directions: Adults and children 2 years of age 
and older: Apply to affected area 3 to 4 times 
daily. A transient burning sensation related to 
the action of the product may occur over the first 
several days of use. Application schedules less 
than 3 times a day may not provide optimum 
pain relief and the burning sensation may 
persist . W a s h hands immediate ly after 
appl icat ion avoiding a r e a s where drug is 
applied. 

How Supplied: 42.5 g tuoes (DIN 00769622) 

Relief and comfort for diabetic 
neuropathy patients 

Reference 

1. Data on file 1989, GenDerm Canada Inc. 

GENDERM 
( i c r iDmn Canada Inc 
355 McCaffrey 
Montreal. Quebec, H 4 T IZ7 

See page x 

PRESCRIBING INFORMATION 

• Rivotrilw(clonazepam) 
ANTICONVULSANT 
INDICATIONS AND CLINICAL USES: •Rcvoltf (clonazepam) has been 
lound uselui when used alone or as an ad|uncl in Ihe management ol 
myoclonic and akinetic seizures and petit mal variant (Lennox-Gastaul 
syndrome). 'Rivolrir (clonazepam) ma/ be ol some value in patients mil) 
absence spots (petit mal) who have tailed lo tespond lo sucdnimides. 
Up to neatly one third ol the patients in some studies have shown a loss 
ot anticonvulsant activity, often within Ihe first three months ol administra­
tion ol 'Rivolrir. In some cases dosage adjustment may re-establish 
ellicacy. CONTRAINDICATIONS : flwoW should not be used in pa­
tients with a history ol sensitivity to benzodiazepines. Rivolril' is also 
conlraindicaied in patients with clinical or biochemical evidence of 
significant liver disease and in patients with narrow angle glaucoma 
WARNINGS UscinPregnancy:Recenlreportsindicaleanassocialion 
between the use ol anticonvulsant drugs and an elevated incidence of 
birth delects in children born lo epileptic women taking such medication 
during pregnancy. The incidence ol congenital mallormaiions in the 
general population is regarded to be approximately 2%: in children ol 
treated epileptic women this incidence may be increased two lo three­
fold. The increase is largely due lo speabc defects, eg. congenital 
malformations of Ihe heart, and cleft lip and/or palate. Nevertheless. Ihe 
great majority of mothers receiving anticonvulsant medications deliver 
normal inlanls Clonazepam should be used in women of child-bearing 
potential only when the expected benelils to the patient warrant the 
possible risk to a fetus. Mothers receiving clonazepam should not breast 
leed their infants. Use in Children: Because of the possibility that 
adverse effects on physical or mental development of the child could 
become apparent only alter years, a risk-beneM consideration of Ihe 
long-term use of 'Rivolril' is important in pediatric patients. PRECAU­
TIONS: Simultaneous adminislralkm ol several anticonvulsant drugs 
maybe considered with 'Rivolril'. however, K should be borne in mind that 
Ihe use ol multiple anticonvulsants may result in an increase of central 
depressant adverse elfects In addition, Ihe dosage of each drug may be 
required to be adjusted to obtain the optimal effect The abrupt withdrawal 
of Rivolril'. particularly in those patients on long-term, high-dose therapy, 
may precipitale slalus eoHeplicus Therefore, as with any other anticon­
vulsant, gradual withdrawal is essential when discontinuing 'Rivolril'. 
Whie 'Rivolril' is being gradually withdrawn, Ihe simultaneous substilu 
lion ol incremental doses ol another anticonvulsant may be indicated. 
A paradoxical increase in seizure activity or Ihe appearance of new 
seizure types has occurred in very few patients during treatment with 
'Rivolrir. When used in patients in whom several dillerenl types of 
seizures coexist, 'Rivolrir may increase Ihe incidence or precipitate Ihe 
onset ol generalized tonicclonic seizures (grand mal), These phenom­
ena may require the addition ol appropriate anticonvulsants or an 
increase in their dosage. The concomitant use ot valproic acid and 
clonazepam may produce absence status. Patients receiving 'Rivolrir 
should be cautioned against engaging in hazardous occupations requir­
ing complele menial alertness, such as operating machinery or driving a 
motor vehicle They also should be warned against the concomitant use 
of alcohol and olher CNS depressant drugs. Benzodiazepines have 
produced habituation, dependence and withdrawal symptoms similar lo 
those rioted with barbiturates and alcohol. Therefore, patients who may 
be prone to increasing ihe dose of drugs on their own initiative should be 
under careful monitoring when receiving 'Rivolril' Periodic liver function 
tests and blood counts are recommended during long-term therapy with 
•Rivolril'. Clonazepam and its melaboliles are excreted by the kidneys: lo 
avoid excessive accumulation, caution should be exercised in the ad­
ministration of the drug to patients with impaired renal function. Hyperse­
cretion in Ihe upper respiratory passages has at limes been a trouble­
some adverse reaction during clonazepam therapy, especially in smal 
menially retarded children who ordinary have dnliculty handhng secre­
tions. Treatment with 'Rivotril'should be instituted wilh caution in patienls 
with chronic respiratory tfceases ADVERSE REACTIONS: The mosl 
Irequently occurring adverse reactions ol 'Rivolril' are referable lo CNS 
depression. Experience to dale has shown that drowsiness has occurred 
in approximately 50% of patients and ataxia in approximately 30% In 
some cases, these may diminish with lime Behaviour problems have 
been noted in approximately 25% ol patients and increased salivation in 
7% Others: Musculoskeletal: Muscle weakness and low back pain. 
Respiratory: -ypersecreton in the upper respiralory passages, dysp-
aea and respiralory depression. Hematopoietic: Anemia, leukopenia 
(WBC below 4000/cu mm). Ihrombocytopema and eosinoph'ia. Liver 
Function: Slight, transient elevations of transaminase and alkaline 
phosphatase DOSAGE AND ADMINISTRATION: Dosageol'Rivolrit is 
essenlialy individual and depends above all on the age ol Ihe patient 
Dosage must be determined in each palienl according lo clinical re­
sponse and tolerance. Children: In order to minimize drowsiness, the 
initial dose lor infants and children (up lo 10 years ol age or 30 kg of body 
weight) should be between 0.01 and 003 mg*g/day and should not 
exceed 0 05 mg/kg/day given in two or three divided doses Dosage 
should be increased by no more than 0 25 to 0.50 mg every third day uniil 
a maintenance doseofO1 loO 2mgAgotbody weight has been reached, 
unless seizures are conlroled or side elfects preclude further increase 
Whenever possible, the daily dose should be divided into Ihree equal 
doses. II doses are not equally divided, Ihe larger dose should be given 
before retiring. AduNs: The initial dose for adults should not exceed 1.5 
mg/day divided imo Ihree doses Dosage may be increased In incre­
ments of 05 to 1 mg every three days until seizures are adequately 
controfled or until side effects preclude any lurther increase Mamte-
nance dosage must be indivduaized tor each palienl depending upon 
response. A recommended maintenance dose lor adults is 8 to 10 mg/ 
day in 3 divided doses. Dosages in excess ol 20 mg'day should be 
admnislered with caution. DOSAGE FORMS: Scored tablets. 0.5 mg 
and 2 mg. in bottles of 100. 
Product Monograph available on request 
A ^ X hollmann La Roche Limited 
^ '- Elobicoke. Ontario M9C 5.". 

©Copyright 1930 
®Regislered Trade Mark 
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NEUROLOGY RESIDENCY 
McGILL UNIVERSITY: QUEBEC 

Vacancies for July 1, 1991 for a three-year train­
ing program in neurology and the neurosciences 
leading to FRCP certification. Applicants must be 
Canadian graduates with two years of training in 
internal medicine, and currently residing outside 
Quebec. The core three-year program consists 
of 27 months of clinical training (adult and child 
neurology, epilepsy/EEG, neuromuscular dis­
ease/ EMG), a six-month basic neuroscience 
research laboratory rotation and a three-month 
elective. The emphasis is on contemporary basic 
neuroscience and excellent clinical training. 
Trainees may have an option to pursue a fourth 
year of training in EEG, EMG, or other clinically-
related subspecialty areas. Further research 
training toward a PhD and a career as a clinician-
scientist is particularly encouraged. 

Apply to: Dr. John D. Stewart, Director, Neurology 
Residency Program, Montreal Neurological 
Institute, 3801 University Street, Montreal, 
Quebec H3A 2B4. Telephone (514) 398-1904. 

NEUROPATHOLOGIST 

A position is available for a third neuropathologist at 
the Toronto Hospital, a 1,400 bed teaching hospital 
with well established neuropathology and neuro­
sciences programs including the Playfair Neuro­
science Institute. Responsibilities include diagnostic 
neuropathology, both surgical and autopsy, and 
undergraduate and resident teaching. The position 
requires participation in, or development of, a 
research program, for which protected time will be 
made available. FRCPC or equivalent and eligibility 
for Ontario licensure are essential. The position car­
ries an academic appointment at the University of 
Toronto at a rank consistent with the individual's 
background and experience. 

Send complete curriculum vitae and names of three 
referees by September 1, 1990, to: 

Dr. C. Bergeron 
Department of Pathology 

Division of Neuropathology 
ec-4-316, Toronto General Hospital 

200 Elizabeth Street 
Toronto, Ontario M5G 2C4 

In accordance with Canadian Immigration require­
ments, priority will be given to Canadian citizens 
and permanent residents. 

FELLOWSHIP 

Research fellowship for one or two years 
is available in Movement Disorders and 

Neuroepidemiology. The candidate 
should have basic qualifications, training 

in clinical neurology and should be 
interested in research. 

Apply with curriculum vitae to: 

Dr. A.H. Rajput, Neurology, 
University of Saskatchewan, 
Royal University Hospital, 
Saskatoon, Saskatchewan 
S7N 0X0 

SCOTT&WHITE TEXAS A&M UNIVERSITY 
College of Medicine 
THMPLE CAMPUS 

The Department of Neurologic Surgery of the 
Scott and White Institutions and Texas A&M 
University College of Medicine is seeking 
applications for senior staff physician faculty in the 
Sections of Pain/Stereotaxic Surgery or Neuro­
surgical Oncology. Residency or post residency 
experience and a defined interest in either 
subspecialty area together with a broad capability 
and interest in general neurosurgical disorders is 
desired. Basic and clinical research opportunities 
are available commensurate with previous 
experience. Medical student and resident 
teaching/daily responsibilities arc required. The 
main campus is located in central Texas, north of 
Austin in the approximate center of the Dallas/ Ft. 
Worth, San Antonio, Houston triangle and benefits 
from easy access to other surrounding universities 
(Southwestern University, Georgetown; University 
of Mary Hardin-Baylor, Belton; Baylor University, 
Waco.) 

For further information, please send curriculum 
vitae and references to: 

Mitchell Smlglcl, M.D., Chairman, Neurologic Surgery 
Scot! and White, Texas A&M University 

College of Medicine 
2401 Souih 3 l s t Street, Temple, TX 76508 

(xxv) 

https://doi.org/10.1017/S0317167100030547 Published online by Cambridge University Press

https://doi.org/10.1017/S0317167100030547


AMYOTROPHIC 
LATERAL SCLEROSIS (ALS) 

CONCEPTS IN PATHOGENESIS 
AND ETIOLOGY 

Edited by 

Arthur J. Hudson, MD 

T 
Ihe 

.hese essays examine some of the con­
cepts on pathogenesis arising out of studies 
on the Western Pacific ALS. They also deal 
with new concepts on the 'classical' disease 
that is seen the world over. 

Cloth 0-8020-3446-2 $75.00 
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ANOTHER UNEVENTFUL DAY. 

L . i * 

DILANTIN 
(phenytoin) 

Start with it. Stay with it. 
DILANTIN* (phenytoin) is a drug of 

first choice for controlling generalized 
tonic clonic seizures. 

No other antiepileptic is more widely 
prescribed.1 

No other antiepileptic has been the 
subject of more extensive clinical studies-: 

And no other antiepileptic boasts a 
more simplified medication schedule. 
The slow absorption of Dilantin Capsules 
allows a single daily dose for main­
tenance therapy in many adults, once 
the dividea dose of three 100 mg capsules 
has adequately controlled seizures. 

References: 1. CDT! 2. Goodman and Oilman, Sixin Edition, 

PARKE-DAVIS 
Parkfc-Oav'P Canaaa inc . SoaroofOugn, Ontario 

•fieo t.M ParKf.Davis* l^impany.Parke-DiivisCe'iatiainc,aulh u$€f [ ••-"•= ] 

For brief prescribing 
infonnaiion sec page ,xx 
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- • 

LIFE WITH 
SPASTICITY DOESN'T 

HAVETOBEAN 
OCCUPATIONAL 

HAZARD. 
To the patient with spasticity daily living is often 

distressing - sometimes hazardous. 
LIORESAL (baclofen) is one of the most effective agents 

for the treatment of spasticity associated with Multiple 
Sclerosis and spinal cord injury/disease and, unlike 
diazepam, oversedation is rarely a problem.11,2,3-4* 

Help your patient experience a less hazardous daily life. 

LIORESAL 
(Baclofen) 

For Spasticity J 

For brief prescribin, 
information see page xxi 
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