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Prescribmg InformalIon 

r WARNING 
APLASTIC ANEMIA ANC AGAANULOCYTOSIS HAVE BEEN REPORTED IN ASSO- 
CIATION WlTH THE USE OF TEGRETOL DATA FROM A  POPULATION-BASED 
CASE CONTROL STUD’< DEMONSTRATE THAT THE RISK OF DEVELOPING 
THESE REACTIONS IS 5-6 TIMES GREATER THAN IN THE GENERAL POPULA- 
TION HOWEVER,  THE OVERALL RISK OF THESE REACTIONS IN THE UNTREATED 
GENERAL POPULATION IS LOW, APPROXIMATELY SIX PATIENTS PER ONE MIL- 
LION P3PULATION PEF YEAR FOR AGRANULOCYTOSIS AND TWO PATIENTS 
PER ONE MlLLlON POPULATiON PER YEAR FOR APLASTIC ANEMIA 

ALTHOUGH REPORl-S OF TRANSIENT OR PERSISTENT DECREASED 
PLATELET OR WHITE BLOOD CELL COUNTS ARE NOT UNCOMMON IN ASSOCIA-  
TION WITH THE USE Of- TEGRETOL, DATA ARE NOT AVAILABLE TO ESTIMATE 
ACCURATELY THEIR INZIDENCE OR OUTCOME HOWEVER,  THE VAST MAJORI- 
TY OF THE CASES OF LEUKOPENIA HAVE NOT PROGRESSED TO THE MORE 
SERIOUS CONDITIONS OF APLASTIC ANEMIA OR AGRANULOCYTOSIS 

BECAUSE Or THE VERY LOW INCIDENCE OF AGRANULOCYTOSIS AND 
APLASTIC ANEMIA THE VAST MAJORITY OF MINOR HEMATOLOGIC CHANGES 
OBSERVED IN MONITORING OF PATIENTS ON TEGRETOLAAE UNLIKELY TO 
SIGNALTHE OCCURRENCE OF EITHER ABNORMALITY NONETHELESS,  COM- 
PLETE PRETREATMEN HEMATOLOGICALTESTING SHOULD BE OBTAINED AS 
AFA&ELlNi  IF A  PATIENT IN THE COURSE OF TREATMENT EXHIBITS LOW OR 
DECREASED WHITE BL30D CELL OR PLATELET COUNTS,  THE PATIENT 
SHOULD BE MONITORED CLOSELY DISCONTINUATION OF THE DRUG SHOULD 
~~u;Ou;~;NSl;;~ IF ANY EVIDENCE OF SIGNIFICANT BONE MARROW DEPRES-  

Before prescribmg Tegretol, the physlcmn should be thoroughly famihar with the 
details of thts prescribmg mformatlon, parbcularly regardmg use with other drugs, 
especmlly those whtch eccentuete toxicity potential. 

DESCRIPTION 
Tegretoi. carbamazepme USP 1s a” antlconvulsant and specdlc analgesic lor trlgemmal 
neuralgia. ava~laole for oral aim~nlsirat~on as chewable tablets of 100 mg. tablets of 200 mg. 
XR tablets of 100. 200. and 400 mg, and as a suspe”slon of 100 mgl5 mL (teaspoon) Its 
chemical name IS St%dlbenz(.5,f lazepIne-5.carboxamlde, and Its structural formula !s 

CONH, 
Carbamazepme USD IS a white to oft-white powder practlcaliy insoluble rn water and solu- 

ble I” alcohol ano I” acetone Its molecular weqht ,s 236 27 
Inachve Ingredrents Tablets Collo~oai s!llcon oloxlde. D&C Red No 30 Aluminum Lake 

(chewable tablets only], FDLC: Red No 40 (ZOO-mg tablets only). flavo”ng (chewable tablets 
only) gelatin glycertn magnewm stearate. sodwm slarch glycolate (chewable tablets only). 
starch steanc acid. and sucrose (chewable tablets onlyj Suspension Citric acid FD&C 
Yellow No 6 fiavorlng, polyml?: ootasslum sorbate, propvlene glycol. purlfled water, sorbwl. 
sucrose and xantnan gum Tegretol-XR tablets cellulose compounds oextrates. tro” 
oxldes ma~neslum slearate. ma”“Itol. oolyetnylene glvco,, sodun iaury, sulfate t,tan,um 
CI IOXKE 1200.mg tablets only1 
CLINICAL PHARMACOLOG) 
In controlled cim~cal trials Tegretol has been shown to be effecl,ve I” the treatment of psy- 
chomotor and grand mal seizures as well as lrlgeminal “euialgla 
Mechamsm of Actton 
Tegrelol has aemonstrated anl~convulsant oropenles I” rats and mxe wllh electrically and 
cnem~cali~ Induced seizures I appears to act bv reouclng polysynaptlc resoonses and block- 
,ng the post-teian~c pofentiaflol Teyelol great,,, reduces or abolishes pain ,“ouced by stm,u- 
m m  of tne lnfraorbitai nerve I” Cats and oafs It oepresses tnalamlc poient~s and oulbar and 
polvsynaohc rsflexes includinr the ll”guome”d,b”lai reflex in ca,s Tegreto, ,s chem,ce,,y 
unrelaied to other s”il‘o”~~lSi~“ls o’ ol”er orugs used 10 conrro, 1”s pa,” o, tr,gem,“a, “eu- 
raps Tne rnec”l”1511 01 actlcn remains lmK”owrI 

The pharmacoklnetr parameters 0: Tegrelol dlSPOSlt10” are Slmltar I” chlloren and In 
ad”,& however. there ,s a poor correlatlo” Delwee” pIeSma CO”Ce”tiellO”s Of caroemazeplne 
and Tegretol oose I” children Caroamazep~ne 1s more rapidly metabolized to 
carnamazeplne-iO.li-epoxldt? (a metabollte show” to oe ewPOte”t t0 ceroemazeplne as a” 
a”uco”vu\sa”t 9” ammal screens, 1” the vounger age groups than I” adults In children below 
tne age o: 15, there is en mvcwe relauonsh!p between CBZ-E/CBZ ratlo and lncreaslng age 
0” one re~ori from 0 44 in chlloren below the age of 1 year lo 0 18 I” chltdren berwee” 
10-15 years Of age) 

The effects o! race and gender o” carbamazep!“e pharmacok!net!cs nave “01 bee” sys- 
tematlcallv evaluated 
INDICATIONS AND USAGE 
Epilepsy 
7egretoi 1s mdlcated for use as an anticonvulsant drug Ewdeoce supporting efhcacy of 
T~oretol as a” ant~convulsant was derived from active drup-controlled stud&s that enrolled 
pahents wth the iollowmg selzwe types 
1 Partial seizures with complex symoromatology (osvchomotor temporal lobej Patients with 

these seizures appear to spew grearer ,mprovement than those with other types 
2 Generalized tow-clomc seizures (grand mal) 
2 Mwed se,z”re patterns w”rh ,nc,ude the above, or otnei partial or generalized se,zures 

Absence seizures (petlt mal) do not appear to be controlled by Tegretol 
isee PRECAUTIONS,  General) 

Tngemmal Neuralgia 
Tegretol 1s rndlcated I” the treatment of the pal” associated with true trlgemmal neuralgia 

Beneflclal results “we also bee” reported I” glossopharyngeal “euralgla 
This drug is not a simple ana,ges,c and should not be used for the relief of tnwal aches or 

pal”* 
CONTRAfNDlCATlONS 
Tegretol should “of be used I” patbents wth a hIstory 07 prevcous bone marlow depresslo”. 
nypersensltlwfy to the drw, or known senswq to any of me mcycl~c comoounds such es 
amltripryllne, oeswamme rm~premme, protnptyllne. nortnptylme etc LIkewIse. on theoretical 
grounds its use wth monoamine oxldase mhtbltors 1s not recommended Berms admmlstra- 
bon of Tegretoi MAO lnhlbltors should be dlscontlnued for a mlnlmum of 14 days, or longer (1 
tnr Clinical Situation permts 
WARNINGS 
Patlents with a hlstory of adverse hematologic reactlo” to any drug may be partwlarly at “sk 

Severe dermalologtc reactions, lncludlng tow eploermal “ecrolvs~s (Lyell s syndrome) 
and Stevens-Johnson synarome have been reponed with Tegretol These reactions have 
bee” extremely rare However, a tew iataktles have been reported 

Tegretol has shown mllo anilcnoilnerglc act~vlry therefore patlents wth Increased mtraoc- 
Ula, oressue should be closely obseweo durtng therapy 

6ecausn of the relarlonshlp of the drug to other trlcvclic compounds the posslblilty 01 
act~vallon of a ialeni psychos6 and I” eioeriy patlents 01 co”ius,on or ap,ta,,on st,ould be 
borne I” m!“d 
Usage I” Pregnancy 
Cardamazeplne can cause fetal harm when admln!stered to e orepnant woman 

Eoldemnlologlcal data sugges, that there may br an assoc,et,on between the USE ot 
CarDamazep,ne dur,“g pregnanzy and conge”,tal malformat,o”s rncludmg sp,“a b,f,da In 
Ireatlng 0: counselq women 01 ch\ldbearlng pofenilal the prescr,b,ng o”vs,c,an w,,, w,sh to 
“reign t”e Deneflts oi tneiaov eparns: the “sks It this drug ,s “Sed dur,“g pregna”q or I! the 
Dawn! bet~met ~regna” ~“11~ taking I”&  dr”&  the pa,,e”; s”ou,d oe app”sed of tne poie”. 
m  r?zari !” 1°C faJS 



Tes,s t” detec, “ereC,s “slnp Currenti” ecCep,eO pr”Ce”ures Should “e C”“s,oered a par, 
01 mume ~renaial care I” cruldDearrrlg women recervlng caroamazeplne 

Tnere have been a iew Cases 01 leonatal seizures and/or resp!ra,“ry depression ass”c,- 
ate~ wh maternal Teprelol an” other c”nc”ml,an, antrconvulsanl drug use A few cases 01 
neonalal vomiting dwrhea. and/or aecreased leedmg have also been repwted rn assocle- 
tmn wrlh maternal Tegretol “se Tnese symptoms may represent a neonafai wt”orawai 
syndrome 
PRECAUTIONS 
G.SY”eral 
berore rrutratmg therapy. a detarled history and phyxal examrnatron should be made 

Tegre,ol should be used wth CautlOn rn patrents With a mrxed serlure dfsorder that 
mcludes atypml absence seizures. since I” these Patlenls Tegretol has been assoualed with 
rncreased freouencv “1 qeneralzed c~n~uIs~“ns (see INDICATIONS AND USAGE) 

Therapy sho&be p;escnbed oni,, af,er crrtlcal benefit-to-rrsk apprarsal I” pat,& w,th a 
hrstory “1 cardrac. hepatlc. or renal “amage, adverse h2matOloglC or hypersensltwrw reactron 
to other drugs, mcludrng reactlons to other an,,Co”““lsants, or Interrupted courses of therapy 
wrth Tegretol 

Hepatlc effects. rangmg from slrgh, elevatrons rn lwer enzymes to rare cases of hepatrc 
la!lure have been reported (see ADVERSE REACTIONS and PRECAUTIONS, Laboratory 
Tests) In some cases, hepatlc effects may progress desprte dlscontmuatton of the drug 

Multr-organ hypersensrtwty reactmns occurring Days to weeks or months atter rnltratrng 
treatment nave been reponed I” rare cases (see ADVERSE REACTIONS. Dtner and 
PRECAUTIONS InformatIon for Patrsnrs) 

Drscontwatron of carbamazeprne should be consldered If any evrdence of hypersensltrwty 
&.4OPS 

Hypersensitlvlty reactIons to carbamazeome have bee” reported I” patrents who prew- 
ously exoerrenced thrs react,“” 1” ant,c”nwisa”ts rncludrng phen,,“,” and phenobarolral 
A  hrstory oi hypersenswlty reactions should be obtalned for a patrent and the rmmedrate 
famrly members If posrtlve. cautron stlould be used in prescnbrng carbamazeplne 

S,nce a gwen dose of Tegretol sus~ens,“” will produce higher peak levels than the same 
dose grven as tne tablet, It IS recomm(?nded that patrents gwen the suspensron be started on 
lower doses and rncreased slowly to avold unwante” side effects (see DOSAGE AND 
ADMINISTRATION) 
lnformatron for Patrents 
Patients snould be made aware of the earlv ,“x,c s,gns and svmptoms of a ootentlal hemato- 
logrc problem, es well as oerrnatologic hypersensrtrvrty or hepatlc reaCtIons These sw’np- 
tams may mclude, but are no, lkmlred tx, fever, sore throat, rasn. ulcers rn the mouth. easy 
brursrng lvmphadenopathy and p2tectlai or purpurrc hemorrhage. and rn the case Of IlVer 
reacttons anorexia nausealvomrtrng or launorce The patren, should be adwsed that. 
because these sqns and symotoms may slgnal a serious reactlon, that they must report any 
occurrence rmmedrately to a physlcran In addrtlon. the patrent should be advlsed that these 
s,gns and symptoms should be reported even 11 mild or when “ccurrrng after extended use 

Srnce drzzrness and drowsrness rn~y occur, patients should be cautroned about tne haz- 
ards 01 “peratmg machtnery or automobIles or engaglng rn other potentrally dangerous tasks 
Laboratory Tests 
Complete pretreatment blood counts, rncludlng platelets and possrbly rettculocytes and 
serum ,r”n should be “btarned as a bsselrne lf a pauenl ,n the course Of treatment exhrbits 
low or oecreaseo white blood ceil or platelet counts the patrent should be monitored closely 
Dxsconllnuatlon d the drug should be consrdered If any ewdence of srgnlflcan, bone marrow 
depressron develops 

Basel,ne and per,od,c eva,ua,,““s or lwer function. parhcularly I” patrents wrth a htstory of 
lrver drseasa must be penorme” durln<i treatmen, with thlS drug SlnCe liver damage may 
occur (see PRECAUTIONS General and ADVERSE REACTIONS) Carbamazeprne should 
be o,sconhnued hased on cl~~~cai ludgrnen! If rndicated by newly “ccurrrng or worsemng 
c,,n,ca, or ,abora,“y e”i”ence Of liver d~sfunctlon or “epatlc “emage or I” the tase of actwe 
Iwer drsease 

Basei,ne and oer$odrc eye examlnat’ons lncluoing Silt-lamp funduscopy end tonometry 
2,~ rec”mme”de” srnce many phenoth azrnes en” related drugs have been shown to cavse 
e”ecnanges 

the”“W ’“e- -.-~ - - 
‘rncreased levels of t”e actwe 10 l-ep&lde 
toecreased levels of carbamazeprne end increased levels of the l&11-epoxlde 

Effect of Tegretol on Plasma Levels of Concom,tant Agents 
Increased ievels clomlpramme HCI, phenvtoln, pnrmdont 
Tegretol l”d”CeS hepatlc CYP aCII”Ir)’ Tegretol csuses. or would be expected to cause, 
decreased levels of the followrn~ 

acetamlnophen slpreZOlem. ClOnaZepem clozap~ne. dwmarol doxycycime, 
e,hOSuxrmlde. haloperlool. lamolrlglne. methsuxrmrde. or.3 contraceptwes. phensuxrmrde, 
p”enyro\n. theophyl\me. tlaoablne ropwxwate. valoroa~e. wartann 

ConCOmltant admm~stratm of carbamazeplne and Irthtum may increase the rusk of ne~rotwc 
Side etfects 

Alteratrons of thyrord functton have been repoRed rn combmatron therapy wrth other antl: 
convulsant medlcatrons 

Breakthrough bleeding has been reported among patrents recawlng concomrtan, oral and 
subdermal rmplant contraceotwes and therr relrabrlity may be adversely affected 
Carcrnogenesrs, Mutagenesrs, lmparrment of Fertlhty 
Carbamazepme. when administered to Sprague-Dawley rats for w” veers rn the dret at 
doses of 25, 75, and 250 molkglda). resulted !n a dose-relared rncrease rn the rnctdence of 
hepatocellular tumors I” females and or benw m,ere,ltlsl cell adenomas rn the testes of males 

Caroamazeome mus:. therefore, be consldered f” be cerc~nogemc m  Sprague-Dawley 
rats Bactenai and mammalw mutagenlclty studies us!ng caroamazep!ne produced negative 
results The slgnrflcance of these frndrngs relatwe to the “se of caroamazeprne ,n humans rs, 
at present. ““Known 
Usage rn Pregnancy 
Pregnancy Category D  lsee WARNINGS1 
Labor and Dehvery 
Tne ehect o’ Tegretol on human labor and delivery IS unknown 
Nursmg Mothers 
Tegretol and rts epoxlde metabolrte are transferred to breast milk The ratlo of the concentra- 
bon rn “reasr milk to that rn maternal plasma 1s about 0 4 for Tegretoi and about 0.5 for the 
eooxlde The estrmated doses gwe” to ,he newborn dung breast reedlng are I” the range of 
2-5 mg “ally for Tegratol and 1-2 mg dally for the epoxrde 

Because of the potentrat for serious adverse rearxons in n”ra,ng mfants from 
carbamazeplne a “ecwon should be made whether to drsconttnue nursrng or to drscontlnue 
the drug taking in,” account the rmportance of tne “rug to the motner 
Pedratrrc Use 
Suostanrral evrdence of Tegretol s effecweness for use rn the management of children wrth 
eorlepsy (see Indrcatrons for specihc seizure types) IS dewed tram ciirwal mvestqatlons per- 
formeo rn adults and from studres rn several m  vitro svstems which suppoil tne conclusron 
that I1 1 the pathogenetlc mechamsms unoerlwng serzure prooagatron are essentially rdentt- 
cal rn adults end children, and 12) the mechanrsm of acoon of carbamazeplne rn lreatlng 
se,zures ,s essentially ldentlcal in adults and children 

Taken as a wno~e, thts ~ntona,ron supports a conclusr~n that the generally accepted ther- 
ape~w rsnpe or total carbamezeprne w  plasma (I e 4-12 mcgiml~ is the same !n chiloren 
an0 a”Ult5 

Tr,e e”,de”ce assembied ~,,es pr,“,arlly “btelned from snort-term “se Of carbamazeprne 
T,,= jaletY Or CarDam~~eolne ,n chrldren has been svstematically studled up t0 6 months 
No ,ono~r-,wm dale irom climtal lilaiS Ir avwlab!e 
Gerlatrlc use 



TepretolC carbamazeplne USP 
Tegreto@-XF: ,carnamaze~~ne extended-release tablets) 

noOos”“~. puruuia aggravamn 01 dlssemlnaled tuous ervthemal”sUS. el”DeC~ end 
ma~norests Ii. ce”a,n cases d,sc”ntm”at,“n “I there”” ma” be necessary Isolated Cases Of 
hlrsutlsm nave “een reponed. but a causal relatl”nsh& 1s not clear 
Cardrovascular System Congeswe heart fatlure. edemh agqravatlon 01 hyperlenslon 
nypmnwm svncop~ and collapse. aggravaim oi coronary aner~ disease. arrnvthmlas and 
AV block. ihrombophtebllls. thromboembollsm. and aoenopathy or lymphadenopatny 

Some o, these card,“\‘ascular c”mp,,cat~“n~ have resulted I” iatalltles Myocardlal rntarc- 
00” has been associated wth other trlcyC11~ compounds 
Lwer Abnormalltles in liver iuncl~on teeIs. cholestai~c and hepatocellular jaundice. hepatltls. 
very mre cases of hepar. tarlure 
Pancreatic’ Pancreatltls 
Respwtory System. Pulmonary hypersensltwrty characterued by fever, dyspnee. pneu- 
mon,t,s or pnelmlO”la 
Genrtounnary Sys,ern: Urmary frequency. acute “r,naw retenilon, ollgurla wth elevated 
blood pressure. azotemla renal tatlure. and mvotence Albummuna, glycosuna. elevated 
BUN and m,cr”sc”p,c deposits I” the urine have also been reoorted 

Testwtar atroohy occurred m rats recewmg Tegretal “rally from 4-52 weeks at dosage 
,eve,s of 50-400 mglkglday Addltronelly. rats recelwng Tegretol m the diet for 2 years at 
dosage levels of 25 75, and 250 mg/kg/day had a dose-related lncldence of testicular 
P* ,phv end aspermat”genes!s In dogs, It produced a brownish dlscoloratlon. presumably 

0 metabollte, m the urmary bladder at dosage levels Of 50 mg/kg and hlgher Relevance of 
these imdmgs to humans IS unknown 
Nervous System. Duzmess. drowsmess. dlsturbances of c”“rd!nab”n, coniuston. headache, 
ietlgue. blurred ws~on. ws~al hallucmattons, transient dlplopla. oculomotor disturbances, nys- 
tegmus. speech disturbances, abnormal Involuntary movements. peripheral neuntts and 
peresthesms, depression wth agitation, talkativeness. bnnltus. and hyperacws 

Thdre have been reports of assoctatad paralysis and other symptoms of cerebral artenal 
IWfflClenCy. but the exact relattonshlp of tnese reacttons to the dr”g has not been estabkshed 

Isolated cases of neurlaeptlc mallgnant syndrome hew been reported wth concomrtant 
“Se 0t PSychOtropIC drugs 
Dlgestwe Svstem: Nausea. vomctlng. gastric distress and abdommal pan. drarrhea. consti- 
Qatlon. ano~ex~z. and dryress of the mouth and pharynx. mcludmg glossltls and stomatdls 
Eyes Scattered punctate cortical Lens “paC01es. as well as con)unctmtIs have been reported 
Although a direct causal r~?latl”nshlp has not been establlshed. many phenothlezmes and 
related drugs have been shown to cause eye changes 
Musculoskeletal System: Achmg jolots and muscles. and leg cramps 
Metabolrsm’ Fever and chtlls lnapproprlate antrdwrebc hormone (ADH) secretion sydrome 
has been reported Cases Of frank water Intowatlon. wth decreased serum sodum 
lhyponarremla) and confwon have been reported in assocabon wth Tegretol use (see 
PRECAUTIONS, Laboratoy Tests) Decreased levels “I piasma ca.,c,um have been reported 
Other Multl-organ hypenensltwrty reacttons “ccumng days to “,eek5 or months aiter ,n,bat- 
‘“g treatment have been reported m rare cases Stgns or symptoms may ~ncluoe, out are not 
l lmwd to fever. skm rashes, vascuIItIs. lymphadenopathy, disorders mlmrckmg lymphoma. 
arthralgia, leukopenla, eosrnophriia. hepato-splenomegaly and abnormal kver iunctmn tests 
These slow and symptoms may occur I” venous combmabons and not necessarily concur- 
rently Signs and SymPtOmS may mltlally be mold Various organs. mcludmg but not llmrted to, 

b liver. skin. !mmune system lungs, kidneys. pancreas. myocardum, and colon may oe affected 
(See oRECAUTIONS Gerleral and PRECAUTIONS lniormatlon for Pabents) 

0 Isolated cases of a lupus erythematosus-llke syndrome have been reported There have 
o been OCC~Sl”“el reDOhS Oi elevated levels Of cholesterol, HDL cholesterol, and tr,g,ycer,des 
s ,n patbents takmg antmmvulsants 
Y A case of aseptic menmgw accompamed by myoclonus and perlpherai eos~nophaa. has 
embeen reported m z patient takmg carbamazeome !n comblnatlon with other medlcatlons The 
o “atlent was successlully dechallenged. and tne men,ng,ns reappeared upon recnallenge wth 
d~carbamazepme 
CDRUGABUSEANDDEPE’NDENCE 
InN” ev\dence 0: aouse ““tentie has been assoaated wth Tegretol. “or IS there evidence of 
c~osychologlcal or physical dependence I” humans 
MOVERDOSAGE 
T~frcute Toxicity 
ctiowest known lethal ““Se adults 3 2 g (a 24.war-old woman d,ed of a cardiac arrest end e 
inPa-year-old man die” 0: pneumonia and nyQ”x!c encephaiooathy~ chlidren 4 g (e ~&veer- 
labld y om 01 a cardiac ar estt i 6 g la 3-year-old gv “fe” oi aspxai!“n “neumonia) 
PS Sra LGjC !!I anlmais ,n,owg, rnlCE. 11 Lx-3750 rats 3850-4025 *aDDItS. i 500-2680. 
qu1nea oigr 920 
r%gns and Symptoms 

The prognosis rn cases “1 se”ere potson~ng IS Cr~ticallv dependent ““on “rOmP1 ell”I”etl”n “1 
tne orug, wrucn mav oe acnwed “v lndwnp vorwnp. wgarmg the siomach and by taking 
aporopnate steps 1” dur~~w a~sor~mn It these measures cannot be lmolemented wlthou: 
r,sk on the soot. tne patlen, should De trafxterred ar once to a hospital wnlle e”s”rl”g tnat 
~,,a, iuncmns are sale~uaroed There 1s. no specli~c ant~oote 
E,,m,nst,on o, the Drug InductIon “I ““rrwng 

Gas,r,c mvage Even when more than 4 hours have elapsed i”lI”wlng Ingestlo” of the 
drug. the stomach should be repeatedly mlgaved, esoeclally 11 tne patlent has aiso consumed 
alcohol 
Measures to fleduce Absorpt,on Actwated charcoal. laxallves 
Measures to Accelerate Ehmmatron’ Forced dluresis 

Dialysis 1s molcated “rily 111 severe polsonlng associated wth renal iallure &!QteCer”ent 
transws!“n IS mdlcated I” severe polsonmg rn small chtldren 
Resprrstory Depression Keep the aw~eys tree resort 11 necessary to endotracheal Intu- 
muon, arbirclal respwatlor and aam,n,strau”n “1 oxygen 
Hypotensron, Shock. Keep the patmt s legs rased and admvwter a PIeSme expander 
Ii blood pressure tells to rise “esplte measures take” to Increase plasma VOlume, “Se Of 
vas”~~ct,ve suostencss should be consldered 
Convulsrons’ Diazepam or barbwrares 
Warnmg: Dlazepam or bartxturates may aggravate respiratory depresston (espaclally ln 
cmidrenj, hypoterwon, an3 coma. However, barbiturates should DQt  be used Ii drugs that 
inhlblt m”““am,“e “x,dase have ais” been taken by the patient wiher I” overdosage or I” 
recent therapy (vathm 1 week) 
Surverllance Hespwatmri. cardiac iunctlon (EGG momtonng). blood pressure, body temper- 
ature, pup~llary reflexes. a?d kidney and bladder iunctlon should be morutored for several 
days 
Treatment of Wood Count Abnorrnalmes: If ewaence of slgnlilcant bone marrow depres- 
Slo” develops. the i”t,“w,ng recommendations are suggested (1) stop the drug, (2) periorm 
dally CBC, Platelet. and retwloc,w counts. (3) (1” a bone marrow aspIral,“” and trephlne 
biopsy rmmedmtelv end repeat wth sufficient irequency to monaor recovery 

Special penodlc studies might be heloiul as follows- (1) white ceil and platelet antibodles, 
(21 5=Fe-ierr”kmetx studws. (3) oerlpherai blood cell typmg, 14) cytogenebc Stud,es on mar- 
row and perl~neral blood, (5) bone marrow culture studles for colony-tormlng ““as, 
(6) hemogl”b!n electrophoresls for A? and F hemoglobm, and (7) serum fobc acid and B,* 
levels 

A fully “eveloped aQl8StlC enema wll reqwre aQpr”pr,ete. ,nte”s,ve monitoring and thera- 
py, for which speclallzed c”ns”ttat,“n should be sought 
DOSAGE AND ADMINISTRATION ,see table below) 

Tegretol sus~ensron an combmatlon wltn IlquIQ chlorpromazme or thlorldaane results III 
Precloltate iormatlon and. in the case of chlorpromazme there has been a report of a pabent 
Passing an “range rubbery preclpltate in the stool iollowmg coadmmtstratlon 01 the two 
drugs (see Drug Interactions] &cause the extent to which this occurs wth otner itourd 
medlcetlons 1s not known Tegretol s”spe”s,“n snould not be adm,“,Stered s,mu,rane”us,y 
with other llquld medlcatlons or dwents 

Monltmng Of blood levers has increased the eft~cacy and safety of antconvulsants (see 
PRECAUTIONS. Laboratory Tests) Dosage should be adjusted to tne needs “1 the 
mdwdual Patlent A tow lni~~al dally ““sage wlh a gradual mcrease IS adwsed As soon es 
adequate Control 15 achieved. the dosage may be reouced very gradually to the minimum 
eilecwe evet Medtcatlon %vauld be taken wth meals 

SloCe a give” dose 0: legretol S”spe”sl”n will produce higher peek levels than the same 
dose Pen as the tablet It IS recommended to start w,,h iow doses (ch,,dren 6 12 years l/2 
t==SD”“n t2 J d ! and 1” !“crease slowly to a”“,d unwanted s,de effects 

C”nverSl”n of “el!ents from oral Tegretol fablets to Tegretol suspens,“” Pstlents should 
be converted “Y admuxterlng tne same number o! mg per oay I” smaller, more irequen! 
doses // E b I c tablets to t I d susQens,“nj 

TegWof-Xfi IS an exten!%d-release rormulatlon for t&we-a-day adm!n!stratlon When con- 
vening Patlenrs from Tegre:ol conventional tablets to Tegretol-XR, the same total dally mg 
dose “T Tegretol-XR sno~ld be adrmrwrered Tegretol-XR tablets mus, be swa,towed 
whole and never crushed or chewed. Tegretol-XI= tablets s”“u,d be mspected ,“r ch,ps or 
CECkS OZ”=ged Iablsra or table15 wthou! a release ““rtal should not be consumed 
Teg~tol-XR taDIs! coating I:, no, aosorbe” and IS excreted ,n tne ieces tnese coatmgs ma” 
De n”llceab,t II *hs st”” 
Epilepsy iser INDICATIONS AND USAGE1 
Adults and chrldren over 72 years of a_oe - /nIba/ Either 200 mg b I d to: tablets and 
%ii 1.3bktS 0: 1 tf~3SPoo” q I d 101 S”S~,B~SIO~ 1403 mgioay, tncwase at weekly ,“terv& by 
=O*l”o up l’i 200 r”?‘Za’, u!mg a 0 IS reg~m% of Tegretol-XR oi a t I d or o I d regime” o: 
tie 0,“~. farmu~al13n~unth It,? o~,,rnai ,esoonse ,; r,bta,,,ed Dosage generally should not 
EYZFB? JO05 TP 3a. I, ;nKxei i;-‘j “ear* of t(le and :200 mg da,,” In patients aDO”t 



! 3 Year5 CI act Scses u3 1; ,6(J;j ,yJ aa,,” nave ODen u5eo il3OUllj I-. rare !“stance. 
Marntenanc~ Ao~usI oosag? i? ,112 ,,,,n,mum enec~we (eve ,,~“a, , 60:;.120; rnp oa,i 
Chtloren 6-12 years ot ape _ ,n,,,a: E,l”er 10-3 IT3 z I3 1ci rao’e i c-x9 iaole:> C~ 2.: 
leasDoorl 3 / c Ic’i s”sDenslon 1;oa l7lo,aa, mcreas-? 8, v@Bl(‘i I”,eNals 0, adolncr u3 :: 
100 mo:oa , usfnq a i” I 0 reywn CT ieprefol-Xfi or a 1 I 3 c: 3 I : rexmen ol in= olnir io 
“l”lall”“i U”!‘f me CJDllrm reSPO1Se t5 obmne2 oosapa Oenerail~’ S”OU13 no, excee: 
1 OK m3 aail’ Mamrenence ~i,,ujt wx.aoe 10 trx m~~rnurn enecws ,eve. uxw 
4GCl-i3ou In3 Oaf,. 
Chflaren ““Der 6 “ears of ape . lmbai 10.20 mo,~p,oa~v o / : cr. I c as tableI. oi o , 2 
a5 SUS~J~~S~O~ mueaSe weeltly o acnwe OPWW cmcai res!~onse aom!o!s!eted I I o or 
‘ I L Ma~nfenance “&,a,,,\, ~pr,msl clmcal resm”se IS ac”~~ec1 91 dallv dosei DBIOV. 
33 mgnq II S~TW~C~OW cimcai moanse nas not been acmeveo. olasma levels snould oe 
meaSured 10 ostermw wnether or not they are !n the lherapeutlc ianqe No recommendation 
reQaralng tne 58181~ 01 Carbamazeme lor use at 00~88 aoove 35 mglkpQ4 hours can be made 
Combrnatron Tnerapy Tegretol may be usea alone or win otner antlconvusanls Wnen 
adaed IO exlsung ant!cDnvUlS~nt therapy. the orug should be adoed graoueliv whw me other 
anliCOnVulsanrs are malntalne0 0 gradually oecreased. exceot ohenvloln, whlc” may have to 
oe Increased (see PRECAUTIONS, Drug lnleract~ons. and Pregnancy Category DI 
Trtgemmal Neuralgm (see INDICATIONS AND USAGE) 
/ruNa/: On tne 11rst day, &her 103 mg b 1.d for tablets or XR tablets. or l/2 teaspoon q I d 
for suspension. ror a total dally dose of 200 mg Thus dally dose may be mcreased by up to 
200 mg,day usmg mcrements ol 100 mg every 12 hours ior lablets or XR laolets. or 50 mg 
(l/2 teaspoon) q I d. for suspension. only as needed to achieve treedom from pa~n Do noi 
exceed 1200 mg dally Marntenarrce~ Control of pal” can be mamtamed I” most patlents 
with 400-600 mg dally However. some pabents may be mamlamed on as httle as 200 mg 
dally, whtle others may requre as much as 1200 mg dally At leas1 once every 3 mOnthS 
throughout the treatment pertod. attempts should be made to reduce the dose to the rmw 
mum ellectwe level or we” to dts,:ontmue the drug 
HOW SUPPLIED 
Chewable Tablets 100 mg - rouml, red-speckled, pink, smgle-scored (Impnnted Tegretol on 
one side and 52 twce on the SCOrBd side) 

BOttles of 100 ,.,. .,._ .,... ,_ NDC 0063-0052-30 
Unit Dose (blister pack) 

Box of 100 (strips of IO) .._....._ . .NDC 0063-0052-32 

Do not store above 30-C (66’F) Protect from light and moisture D~pense m tighf, Ilght- 
reSIStant contarner (USPj. 

XR Tablets 100 mp rounc ~ellcw coaled limorlnred T on one side an3 100 mg on the 
otnf, , release pon6, 011 one sloe 

botlles ?’ IOG NOC 0083-0061-3~ 
Cinll 00s~ ,bllS,er pack, 

box of 100 ,sfr,ps of 101 NDC 0063-0061-32 
XU Tablets 200 mg - round. pmn. coated ttmpnnred T on one sloe and 200 mg on the 
otnerj release portal on one sat 

Bonles 01 100 NDC 0063-0062-30 
Uml Oose (blister oack) 

Box 01 100 lstnps of 10~ _. __ __ ._ NDC 0063-0062-32 
XR Tablets 400 mg round. brown. coated (tmprmted T on one sloe and 400 mg on the 
other]. release penal on one side 

bonres 01 700. __ .__ ..__,_ . . . _. .__... _.... ..NDC 0063-0060-30 
Umt Dose lbllster pack) 

Box ol 100 ~stnps 01 10) _. _., _. ,_ .,, ..___.. __ ___...._ NDC 0063-0060-32 

Store at controlled room temperature 15”C-30°C (59’F-86°F) Pmrect from motsture 
Dfspense ,n tfght contaner (USP) 

Suspensron 100 mg/S mL (teaspoon) - yellow-orange. cnrus-vanrlla tiavored 
Bottles 01 450 mL. _,. ,._ .__ .,_ .___. ..__ ___... _.. ,. ..NOC 0063-0019-76 

Shake well belore usmg 
Do not store above 30% (66°F). Lvspense m tlgh!, bght-reslsrant contamer (USP) 

Epilepsy 

Under 6 “r 

6.i2 “I 

over 12 yi 

Trtigemmel 
Neuralgia 

In Ii.4 Dose 

Table! XRt SLSpeRSCln 

10.20 m&l&y 
b 1.d or 1.1 d 

10-20 mg/kkqlday 
qld 

lODmgb.ld 100 mg b.1 d l/2 ISD qJ.d 
(200 mg/day) (200 mgday) (2430 WW) 

200mgbld 2Wmgbld t tsp q 1.d 
(400 mghmyj (40(’ mg/day) (400 mg/oay) 

100mgbld 100ngbld i/Z tsp q I d 
1200 @day) (ZOO mgiday) I200 mgday) 

‘Tablet = Cnewable or conventional tablets 
tXR = Tegretolb-XR extended-release tablets 

Dosage lnformabon 

lncrsase weekly 
10 adlwe 
optImai cl~n~ca 
response. t I d 
arqtd 

Add UD to 
100 mgdajday 
at weekly 
Intervals, 
I I d or q.1.d 

Ado 
100 mglday 
a, weekly 
Intervsls. 
b 1.0 

Ado up to 1 tsp 
(100 mg)/day at 
weekly intervals 
tld orqld 

Add up 10 
200 mglaay 
at weekly 
~nlervals. t 1.d 
orqld 

Add “p to Add “p to 
200 mq’day 2BP 
at weekly (200 mg)/day 
,“tervals. b1.d at weekly 

mtervals. t I d 
orqtd 

Add UD to 
200 mglday 
I” lnctements 
o! 100 mg 
every 12 hr 

Add uo to 
200 mgoay 
In Increments 
0: 100 rng 
every 12 hr 

Add “,I to 2 tso 
(200 mgvday 
in mcrements 
0150 mg 
(1:2 1s~) q 1 d 

Maximum Dally Dose 

Table! XRt SUSWnSOn 

35 mglKgi24 hi 
(see Dosage 
and Admtmstratlon 
sectm above) 

35 m@kgL?4 hr 
(see Dosage 
and Admmlstration 
seclvx above) 

lC!QO mg124 hi 

1000 md24 hr (12-15 yr) 
1200 mcjZ4 hi (>15yr) 
1600 mgl24 nr (aoults, m rare instances) 

1200 mgi24 nr 

Tegretol SUSQenSlOn Manufactured by 
Novarbs Pharmaceuhcais Canaoa lr#c 
Dorvat (Quebec; Canada H9S 1 A9 
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Novartls Pharmaceuticals Corporatron 
East Hanover. New jersey 07936 
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