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SELEGILINE HYDROCHLORIDE TABLETS, 
USP 

DESCRIPTION: 

Sdq~lme hydmtiorlde IS a levorotalory acalyfen~c 
dewabve of phenethylamlne II IS mmmody referred lo m 
Ihe cbrwal and phamxamlag~cal kleralure as I- deprenyl 

The chemical name IS (R~(+N,Zdurethy!-N,2- 
propyn,@herrelh~amms hydrrxhkwde II IS a while IO 
near white cryslalhne powder, f&y sduble I” wafer, 
chloroform, and melhand, and has a molecular wght of 
223 75 The mdewlar formula 1s &H,,NHCI and the 
skwtural formula IS as follows 

Each Met, for oral admlmskabon contams 5 mg of 
seleg!lkne hydmchlorde lnadiw lngredlenls are cllnc 
aud; anhydmus lactose, magnesl;m stewale, and 
m~crocrystalhne cellulose 

CUNICAL PHARMACOLOGY. 
The mechanisms accounting for saleg~kne’s beneficial 
adjunctlve adlo” I” the treatment of Parkinson’s dwase 
are not fully understood lnhlbdlon of monoamum oxdase 
type 0, acl~vrty is generdly mnsldered lo be of primary 
Importance, I” .&&on, there IS evidence that sele+e 
may ad lhmugh other medwlsms lo muease 
dopammerglc actlv~ty 
Sekglkne 1s best known as an rrrevenlble lnhrbdor of 
nwnwmlne oxhe (MAO), an “lmcddar enzyme 
aww#.ed with the outer membrane of mllochondrla 
Seleg~lkne mhlblts MAO by acbng as a ‘sotie substrate 
for the enzyme, that IS, 1 IS cowaried by MAO lo an 
achve moiety tilti mmbws ~newwbly wth the adIve 
s,te andior the enzyme’s essential FAD cofactor Because 
selw~lme has greater afhmlv for tvpe B rather than for _ _ 
typa A active sdes, d can serve es a seled~ve inhrbltor of 
MAO type B I It 1s admmrstered at the recommended 
dose 
MAOs are widely d~str~buled throughout the body thw 
mncenkahon IS es$mally high in liver, kidney. stomach, 
mlesbnal wall, and braIn MA& are currentty 
subdassifkd mlo two types, A and 8, tiHhlch dlflm I” lhelr 
&skate speufialy and lwe dlsfnbutlon Ln humans, 
lntesbnal MAO IS predommantly iype A, while most of that 
I” braIn 1s type B 
In CNS neurons, MAO plays an Important rde m the 
catabolism of catecholamlrms (tipamine noreplnephnne 
and eolneohnnel sod serotonm h4AOs are alw rmoortant 
I” the’&b& of vano”~ exqlenous amlnes found I” a 
wety of frxds and dmgs MAO m the GI trad and kver 
(pnmanly type A), for eximple, IS Ii-ought to prow& VIM 
pmlectlon fmm exogenous am~nes (0 g , tyramrrm) t!~al 
have the ca~autv. I absorbed mlad. to cause a 
‘hypertensne cn.;; the socalled tise reacbon (If 
large am”ntr of mrtam exogerous amIneS gal” access 
lo the syslemlc clrculatlon - a g from fermented cheese. 
red nne, hermg, over-thwmnter cwghlcdd 
medlcaBons, etc they are taken up by adrenergic 
neurons and displace noreplnephrlne from storage sites 
wIthIn membrane bound vesldes Subsequent release of 
the displaced rwreplnephrlne causes the we m syslemlc 
blood pressure, etc ) 
In theory smce MAO A of the gut IS not mhlblted, pallen& 
keakd wth seleglllne al a dose of IO mg a day should be 
able to lake medlcatlons w”ta,“,ng phar”,acok@ly 
adwe aml”eS am mnS”me Qram”ealtal”mg fmds 
wtharl risk of uncontrolled hypertension Although rare a 
few reports of hypertensrve read~ons have occurred in 
patients recmq seleg~lme al recommended dose wlh 
tyremmecmtammg foods In ad&on, one case d 
hypertenswe u,s,s has been reeporiad I” a p&en, laklng 
Ihe recommended dose of selegrlrne and a 
sympathomlmebc med~cmn, ephedrine The 
pethophysiolagy oi tha ‘cheese react~)n’ IS mmplwted 
and. I” aM,tw to its ablhlv to lnhlblt MAO B seledlvelv 
seleg~lme’s relative freed& from this reackon has be& 
attributed to a” ablkty to prevent tyramme and other 
rdred admg sympathomrm&s fmm dap&ang 
noreplnephnne from adrenerglc neurons However, unlil 
the pathophyslology of the cheese sac&on IS more 
mmplelely undwstccd 1 seems prudent to assume that 
seleollkne can ordmarllv onlv be used safelv wltwt 
da& mstrldlons at’ d&s where 1 pr&.sumably 
W~vely lnhlblf.8 MAO B (eg 10 “@day) 
In short, attention to the dose dependent nature of 
relegiline’s selectivity II critical if it Is to ba used 
without elaborate restrictlons being placed on diet 

and concomlbnt drug “se although, as noted above, 
e case of hypertensive crisis has bssn repwted al the 
recommnded dose (Bee WARNINGS and 
PRECAUTIONS.) 
It IS rmportanl to be aware thal selag~kne may have 
pharmaczkgml effects unrdaled to MAO B lnhlblton As 
roted above, there 1s some evidence that It may increase 
dopmnerglc actMy by other mechansms, mdudmg 
mtelferlng wth dopamw re-uptake at the synapse 
Effacls resull~ng from sekag~l~ne admmrstrallon may also 
be mad&x thmugh its metaMes Tvm of Its three 
p”lClp.4 mekbdltes, amphetamme and 
methamphetamme, have pharmacolag~cal ad~lns of lhelr 
wn, they Interfere with neuronal uplake and enhance 
release of several neurotransmltters (e g noreplnephnne, 
r!qame, serotow). However. the extent to wfwh these 
metabol~tes mntnbute lo the effects of saiegllhne are 
unknown 

Rationale for the use of a Selective Monoamme 
Dxrdass Type 6 Inhibitor in Parkinson’s Disease’ 
Many of the pmmment synptoms of Parkmson’s &we 
are due to a defuency of strlatal dopamlne that IS the 
consequence of a prcgreswe degeneration and loss of a 
papulatlon of dopamlnergtc neurons wfuch orlglrafe m Ihe 
substanba n~ora of the mrdbiain and oiolwt to the basal 
gangka or &atom Early I” the cc& af Pahlnson’s 
Drsease, the d&t I” the capaaty of these neurons lo 
synthesize dopamme can be OverCome by admlmstrat1on 
of axcgerwus levodopa, usually given in mmbmatlon with 
a peripheral decarbxylase mhlbltor (carbrdopa) 

Wrth the passage of bme, due to the progresslo” of the 
dlsaase and/or the efTed of sustmwd treatment, the 
efficacy and quaMy of Ihe theraapeutc response to 
kwdopa dlmlmshes Thus, after several years of 
!evc&pa treatrwnt, Ihe response for a give” dose of 
kvadopa, IS shader, has 1~~5 predictable onset and offset 
(I e there IS Vmnng otp), and IS often acmmpamed by 
sde effecls (e g, dysklnesla, aklnesias, on-off 
phenomena, freenng etc ) 
This detenwatlng response IS currently Interpreted as a 
manlfestatlon of the mabllity of the ever decreaung 
popu!atlon of Intact ngmstw3tal ne”ro”S to synthewe 
and release adaquale amounts of dopamme 
MAO B mhlblbon may be useful I” this setting because, by 
blockIng the catabdlsm of dopamlne, It would !ncrease 
the net amount of dopamlne available (I e 11 would 
~naeasa the pool of dopamine) Whether or not thls 
mechamsm or an alternative one adually acccunts for the 
observed bnefiti effecfs of adjuncbve saleglhne IS 
unknown 
Sek@ne’s benefit ,n Parkinson’s disease has only been 
doc&ented as an adjunct to levodop&arbdopa 
Whether or rot It might be effedlve as a sale treatment IS 
unknown, but past attempts to treat Pahmson’s dwase 
wth non-selecfive MAOI monatherapy are reported lo 
have been unsuccessh~ II IS Important to note that 
anempts to treat Parkmsonran pabents wlh mmblnatlons 
of levadopa and currently marketed non-saledive MAO 
mhlbton we abandoned because of multiple sale 
effeds mcludmg hypertension, increase I” woluntary 
nwerrent, and toxic d&rum 
Phamracokinstrc lnformetron (Absorptron, Drstn- 
bution, Metabohsm and Eliminatron-ADME). 
The absdule brcavalhb~llty of tieg~line fdlowlng oral 
dwng IS rot known, however, se!@ne undergoes 
etie&e matabd~sm (prewmaMy allnbutable lo 
presystem~c clearance m gut and I~ver) The mapr plasma 
metabokles are Ndesmethylseleglne, L-amphatamlne 
and Lmelhamphetamlw. Only NdesmethylsafegIllne has 
MA@6 inhlbrbng actMy The peak plasma levels of these 
metabdltes fd!wng a smgle oral doss of 10 mg are from 
4 to almosl 20 bmes grcaler than that cd the maxrmum 
prasma concenkakon of seleglhne (1 nglmL) The 
maximum mncentratlons of amphetamine and 
methamphetemw. howver, are far b&w those 
ordmarrly expected to produce dlnwlly Important effects 
Srngle oral dose studies do not predd muklple dose 
klnetlcs however At steady state the peak plasma level 
of sak@ne IS 4 fotd that ob(alnsd fdlowng a smgk dose 
Melaballte c.o”centretlo”s mcrease to a lesser extent, 
averagmg 2 fold that see” afler a smgle dose 
The tivalablllly of sde@ne IS mcreased 3 to 4 fold 
when ,I IS taken wth food 
The extent of syslemlc exposure to seleglhne at a given 
dose var!es mnslderebly among mdwduals Estimates of 
systemtc dearance of sdegkne are not wallable 
Follwng a smgle oral dose the mean ellmlwbn half-kfe 
of s-elegllme IS kw hours Under steady state mndltmns 
the ellmrnatlon half-lde ~ncrezes to ten hcus 

fmm steady state plasma leJs For the same reason. It 
IS not rms.uble to omdrct the rata of racoveiv of MAC-B 
a& as a fun&on of plasma levels The’remvery of 
MAO-0 ad~wly IS a funcbon of de row pmteln synthesw 
however, mfom!atwn about the rate of de now pmteln 
synfhes~s IS not yet awlable Although platelet MAC-B 
act~ily returns to the normal range wIthIn 5 lo 7 days of 
selegllme dscontlnuatlon, the knkage behwen pbtelet 
and barn MAr3B mhlblbon IS not folly underskxd “or IS 
the relabonshrp of MAO-8 mhlblbon lo the dmlcal effect 
establIshed (588 CLINICAL PHARMACOLOGY) 
Special Populations 
Renal lmpelrment 
No pharmamkmetlc u+ormallon 1s ava~lat#e on sak?@ne 
or ids metabohtes m renally lmpalred sobeds 

Hepatlc lmwmenl 
No pharmamklnetlc mformallon IS avarlabk on saleg~lme 
or lb metaMes in hepalically lmperred sub@s 

Age: 
Aftiough a general mnduswn atout the effects of age on 
the pharmamklnellca of selegilme IS not warranted 
because of the wa of the sample evaluated (12 subjects 
greater than 60 years of age, 12 subjects between the 
ages of 18 lo 30), systemic exposure was abwt twm as 
great I” dder as mmpared to a younger populabon given 
a smgle oral dose of 10 mg 

Gender: 
No mformation IS awlable on the effec(s of gender on the 
pharmamk~netlcs of seleg~l~ne 

INDICATIONSAND USAGE: 
S&&ne Hvdrochkwde Tablets USP are rr&aled as a” 
ad,“;;ct I” the management of P&nsoman patlenls being 
treated wth levodopaicarbldopa who exh!M detenwatmn 
I” lhe quallc cd dwr reyonse to thlS therapy There IS no 
evidence from controlled stcdles that seleglkne has any 
ter?&al efled I” the absence of mnwrent levodopa 
therapy 
Evidence suowrkna lhls dalm was obtaIned I” 
andomlzed ‘&t&d dlnlca lnvestylabons that 
mmpamd the elfad3 of ad&d seleglllne or placebo !n 
paPen$ receM”g levo&pdcartldapa Sa!+#ne was 
slgnlficantfy superior to placebo on all three pr~nclpal 
outcome meawes employed change fmm baseline in 
dally levodopalcarbldopa dose, Uxs amOunt of ‘off time 
and pal~enf seti-r&w of treatment success Benefiaal 
effects were also observed on other measures of 
treatmenl success (e g measures of reduced end of 
dose akinesla. decreased tremor and wbrrhea 
Improved spaech and dressing abrkty and lmprwed 
overall disablllty as assessed by walking and mmparlson 
to prewJs state) 

CONTRAINDICATIONS: 
Seleg~hne is mntramduzaled I” pallents with a known 
hypersenabvlty to ulis drug 
Selearllne IS mntrmndlcated for “se wllh mecwldlne This 
co&nd,cat,on IS often extended to otherbprolds (See 
PRECALiIONS, Drxg lnteradlons ) 

WARNINGS: 
Seleglline should not bs used at daily doses 
exceedmg those recommended (10 m&jay) because 
of the risks associated with nonselective inhibition of 
MAO. (See CLINICAL PHARMACOLDGY.) 

The selectlvlty of selegl~ne for MAO B may not be 
absolule even at the recommended dark dose of IO mo a 
day Rare cases of hyperienslve read& associated i 
lmgestlon of tyram~nedonta!nlng foods have been 
reborled in patients taking the rac6mmenM dally dme of 
seleglkne The saledrv~fy IJ further dlmuwhed voth 
,“aeas,“g dady doses The precise dose at whrch 
seleglkne becomes a iwwelecbve mhrbilor of all MAO IS 
unknown, but may be I” the range of 30 lo 40 mg a day 
Severe CNS toxlcty associated vnth hypxwmxla and 
death have been repolted wllh the mmbinat!on of trc,dc 
anbdepressants and nonwiacbve MAOIs Phenelzlne, 
Trenylcypmmlne) A slmllar readlon has been reported 
for a patlent on amltnptyllne and saleglkne Another 
patlent recerwng pmtrlptyfme and seleg~lma developed 
tremors agltallon, and restlessness followed by 
““responsweness and death two weeks afler sekg~lme 
was added Related adverw events mdodmg 
hyperknsron, synmpe, asyztoie, draphomsls, seuures, 
changes m behawxal and mental status, and muscular 
rIgId@ have also been reported I” zome patsnts 
recelvlng sekglllne and “arlous blcydlC antidepressants 
Serious, sometimes fatal, reachons mth s~qns and 
symptoms lhat may mdude hypedhen& ngldlty 
myodonus, autonomrc lnstabllrty voth rapld Ruduatlons of 
the VIM suns, and mentd status changes that mdude 
extreme agdetlon progressing to ddlrrum and coma have 
been reported wllh patients recwmg a mmbmat,on of 

Rwxetlne hydrcch&lde and non-seied~w MAOIs Slmllar 
sgns have been reported I” sow pabents on the 
mmbwtlon of seleg~lme (10 mg a day) and selective 
semtonrn reuplake mhlblton mdudlng fluoxet~ne, 
sertralme and pamxeline 

Smce the mechanisms of these rea&ns are not fully 
undenlaod, It wms prudent, m general, lo avoKl this 
mmbmaUon of selegrl~ne and tncydlc antidepressants as 
well as seiwlkne and seled~ve serotonln muotake 
mhrbdors Al -leas1 14 days should elapse b&w 
d,smn,,““atlo” of s&glllne and inltlallon of treatmenl 
with a tncyde antdepressant or selecbve semton~n 
reuptake InhMon Because of the long half kves of 
fluoxel~ne and 16 acbve metaMe. at least rive weeks 
(perhaps longer, espeaally I Ruoxel~ne has been 
preswbsd chronically and’or at hgher doses] should 
elapse between dlsmntlnuatmn of Ruoxetlne and Matton 
of treatment with seiegrlme 

PRECAUTIONS: 

General 
some p&enls g,ven seleglllne may experience an 
exacerbat10n Of 1evo&pa associated Side dfects 
presumaMy due to the maeased amount of dopamlne 
readion with super serwtIve. post-synapbc receptors 
These dfecls may often be mltlgated by redUclng the 
dose of levcdapalcarbdapa by approximately IO lo 30% 

The decision to prescribe 3egdine should take into 
mrwderatlon lkt the MAO system of enzymes IS 
complex and mmmpletely wdarslwd and there IS only a 
kmltec amount of carefully documented dmlcal 
experlenc? Mth saleglllne Conseqc‘3nfiy the full 
spectrum of pos51Me responses to seleg~kne may rwl 
have been observed I” pre-marketing eYaluatK)n of the 
dnrg It is advisable. Ihemfore lo observe pabents dosaly 
for atypical responses 

lnformatlon for Pabents: 
Patients should be advised d Ihe powMe need to redwa 
levodopa dosage after the mrtlatlon of selegrl~ne therapy 
Pat&s (or their famrlles 11 the patlent IS mmmpetent) 
shmld be adwd ml to exceed the dally recommended 
dose of IO mg The risk of usmq hgher dally doses of 
sdegllme should be explained, and a brief descr~pbon of 
the ‘cheese readm’ prwKled Rare hypertensive 
readIons wlul se!%@ne al remmnwded doses 
assouated with dlelary mfluences have been reported 

Consaquenly, It may be useful lo Inform pabents (or their 
families) about the signs and symptoms associated mth 
MAOI ~nducad hyperlenwa readlow In partrcular, 
patienls shoud be urged to report, Immediately. any 
severe headache or other atypical or unusual symptoms 
not prewxsly experlencad 

Laboratow Tests: 
No spec& laboratory lesk are deemed essBnt!a for the 
management of patrents on salegrhne Perwdrc rwhne 
evalu&on of all patients, however,Is appmprlate 
Drug lnteractrons 
The ofxurrence of slopor. mu&er rlgrdrty, sevem 
agitabon, and elevated temperature has been reported I” 
some pallents rece~vlng the mmblnatlon d se!%g~lma and 
mependine Symptoms usually resdve over day3 when 
the comblnallon IS dismntlnued This IS typical of the 
mteracbon d mependma and MAOIs Other wnous 
readlons (Indudmg severe agltahon, hallwnat~ons, and 
death) have bee” reported In pabents reCa,vlng vlls 
combmahon (see CONTRAINDICATIONS) Severe 
tomiy has also been reported in patients rawwng Ihe 
comblnatlon oftwydrc antdepressank and saleglme and 
seledrve wotomn reuptake InhMns and wlegl~ne 
(See WARNINGS for details) (he case of hypertensive 
cns,s has bean reported I” a patlent taking the 
remmmendsd doses d sak@ne and a SympathwnxmK 
medication (ephedrine) 
Cardnogenasis, Mutagenesis, And Impairment of 
Fertility 
Assessment of the carc~ncgemc potentlal of sefegrllne m 
me and rats IS ongomg 
Seleg~kns drd not mduce mutations or chmmosomal 
damage when tested in the badend mutabon assay !n 
Salrrwwlla typhrmunumand I” an m yrvo chronwrsomal 
akrmt~on ahsay While these studies prow& wme 
raassura~ce that selegllme 1s r!d mulagenlc or 
daslogenlc, they are not defimlve because of 
methcdolog~cal l~mltabons No defimbve K) vdm 
chromosomal aberration or m wlm mammalIan gene 
mukllon assays have bean performed 

The effect of seleg~kne on fedlkiy has rmt been 
adequately assessed 
~gnancy, Tembgenrc Elkk, Pregnancy Category 
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No leralogenlc effeds were observed m a study of 
embrvo-fetal develooment 1” Soraoue.Da’& mls at Oral 
dose; of 4, 12. and 36 mglkg’or i, 12 and j5 times the 
human therawutlc dose on a rn!#n? baw No terelogen~c 
effects were &serwd In a- swy of embtydekl 
development I” New Ze&nd white rebbils at Oral doses 
of 5,25, and 50 mglkg or IO. 48, and 95 bmes the human 
therapeutic dose on a mg/n? tws, hwever, I” this 
study the number of letters produced at the lvm higher 
doses wee less than recomnwd8.i for eesesslng 
teratogen~c potentlal In the rat study, there was e 
decrease I” felal body wqht at the hlqhest dose tested 
In the rabbit study, I”&& I” total r&orplions and % 
post-implant&on loss, and a decrease !n the number of 
IIVB feluses per dam ooxred at the highest dose tesled 
In a pew and poetnatal development study I” Sprague- 
Dawley rals (oral doses of 4, 16, and 64 @kg 014, 15, 
and 62 tomes the human lherapeutlc dose on a mgin+ 
baas), a” #“crease IO the “umber of sllllblrths and 
decmasas in the number of pups pw dam, pup SUNIVBI, 
and pup body wght (al birth and throughwl the bctebo” 
per~cd) were observed at the two highest doses At the 
highest dose tested, no pups bum alive survived to Day 4 
pslpatium Postrxdal dwe!apment at the hOhesl tie 
tested I” dams cwld not be evaluated because of Ihe lack 
of surwng pups The reprodudlve performance of the 
untreated offspnng wee not assessed 

There are no *uale and wEdkontrdfsd sludles m 
pregnanl women Sebglkne should be used dwng 
pregnancy only d the wtentlill benefit ]ustWes the 
potential nsk to the fetus 
Nursing Mothers: 
It is nol known whether sele!#ne hydrwhlorde 1s 
excreted I” human milk Saw&e many drugs are 
excreted I” human milk, wnwderelion should be give” to 
dascantlnulng the uee of all but absolutely essenhl drug 
&al-enls I” ““nlng wmen 
PediatricUse: 
The effects of se@~lmne hydrwhkmde M ped&c patrents 
have nol bee” evaluated 

ADVERSE REACTIONS: 

The number of patients who received eelegllme I” 
prospecbvely monitored prenwkebng studies IS llmlted 
While other sourcas of mformatton about the “se of 
skgrme are aMlIable (e g lrtefafure repms, kmgn 
pOstmarketl”g reports, etc). lhey do not pro’& the kind 
of lnformabon necessary to e&mate the incidence of 
adverse evenls Thus, wecall ~ncldence figures for 
adverse readms assx&d mti fhe use of selegdlne 
wuwl be proaded Many of the adverse readlons see” 
have also bee” reported es symploms of dapamlne 
excess 
Moreover, Ihe importance and severity of M”O”S 
reactlons reporied oflen cannot be ascerte~wc One 
Index of relative Inlporterlce hatever. IS whether or cot a 
reacbon caused treatment dlsmnthwatwn In proepecbve 
premarketlng stti~es. the fdbwng events led, I” 
decreasing order of frequency to dlsmnbnuatlon of 
treatment with seleg~l~ne nausea, hallucmat~ons. 
mnfwon, depresslo”, loss of balance, ~“somw 
olthoslatlc hypo(ensm, ~naeas%d aklnellc ~nvduntary 
movements, agltatmn, arrhythmia, bredyilnera, chorea, 
ddwons, hyp%rtensian. new 01 ~ncreeeed anglna 
pedors, and synmpe Evenls reported only OIXX es a 
cause of dlsmntlnuallon are ankle edema, anxlely, 
burning Ikpslmouth, mnsbpatlon, dmwsmessilethergy, 
dyslonla. excess persp~r.eBon, Increased freezing. 
gasbomleslmd bleedmg, bar loss, ~ncmased benwr, 
newcu~ness weakness, and wghl loss 
Experience with seleg~l~ne obtaned I” parallel, placebo 
mntmlled mndomlzed studes omndes onlv a llmlted 
bms for esttmates of adver& ream” &es The 
fdbwng readlons thal occurred with greater frequency 
among the 49 pabents assIgned to wleg~kne es 
mmperec to the 50 p&e”@  assigned to placebo I” Ihe 
only parallel, placebo callrnlled trial performed I” patients 
with Park~nwn’s dlseaea are shown I” the following Table 
None of these advene reacttone led lo a dwwntlnuaboo 
of treatment 

PfClDENCE OF TREATMENT-EMERGENT 
ADVERSE EXPERIENCES IN THE 

PtACEBOCONTRGLLED CUNICALTRIAL 

enrdllng appmxlmately 920 peb%nts the fdbwlng 
adverse events dassLd by body system, were reported 
Central Nervoue Systar: 
MotorlCOOrdlnabonlOirawramldal ~naeasad tremor, 
chorea. loss of balance rasLesness, bb$wxpasm, 
maeased bredykww, facial gumace. felkng down, 
heavy leg, muscle hatch’, myodonrc ]erks’, sbfi neck, 
terdlve dyskinesla, dyslonlc symptoms, dysklnesia, 
mvduntary movements, freezing, festinatlon. increased 
aprex~a, musde cramps 

Mantel StetuSlBBlworaUPsvch@.tnc bllUCIll.&O~S, 
duwsss. confusion, anxmty depcesslo”, dmvismess, 
tehav~odnwd change, dreamslnlghtmares, brednese 
delusms. dlsnnentebon. Imhtheadedness. Imowed 
mmory’,’ lnCmased e&y’: transient high’, hollow 
feeling, lell!argylmela!se, wthy,owstimulalmn, vettlqo, 
pem&y ci;ange, tip &tulbe”ca, restlessness, 
weakness, lranslenl trntabrllty 
PalniAltered Sensetlon headache, back pal”, leg pa”, 
tlnntfus. mmme, w~raort~bl run, throat tumIIxI, 
generalized &he, chllb, numbness of toefingers tasie 
dlsturbence 

Autonomic Nervous System: 
dly mwth, Murred won, sexual dysfunclion 

cardlovaecufrr: 
ollhosbtlc hypotensw”, hypertenaon, arrhythmia, 
pelpltet~ns, new or Increased ang,na pfxtorIs. 
hypnlenswn. techycardla, peripheral edema, sinus 
bredywdla, syncape 
Ges~rol”testlnal: 
nauseakmbng. mnsbpat~on. wwght lose, anorexia, poor 
appeble, dysphagla, barrhea, heartburn, rsctal bleedmg, 
bmwn*, gastmlntestlnal bleeding (exacarbel~on of 
preexlsbng ulcer disease) 
Gsnltour~narylGynecologlciEndocrine: 
slow wnat~an, banslent anorgesmla‘, ntir~a, prostellc 
hypertmphy. wnaly hesdency, wnary retentmn, 
deweased penlIe ~~nsalmn*, ur,“ary frequency 
Sk!” and Appsndagas 
mueased weatlng, dlaphoresls, feclal hair, hair loss, 
hmakma, rash, photosans~bv~ty 
Mlscella”eous: 
asthma, dlplapla. shorlrwss of breath, speech affected 
Postmarketing Reports: 
The follwmg expanences were described I” sponlaneous 
post-“wkebg “pwts Thess reports da nol provide 
suf??clent mfonnat~on to esteMlsh a dear causal 
rdakonsh,p with the use of sekglkne 
& Seizure I” dialyzed chron,c renal fallurn pebenl on 
r.ommMd meduabons 

* lndmtes events reported only al doses greater than 10 
mglday 
OMRWSAGE: 

No ;p&c informallo” IS avalable abwt dln,cally 
slgnficant overdoses wlh eakgikne HOWeYBT, 
experience gelned during seleg~kne’s devebpmenl 
reveals that sonw tndlvduels exposed to doses of 600 mg 
of d,l-seleglkne suffered severe hypotenslon and 
psychomotor agltatlo” 

Srce tie sdedrve inhlblbx of MAO B by eek@ne 
hyhddortde IS achieved only at doses I” the range 
recommended for Ihe treatment of Parbnson’s daeee 
(e g 10 “g/day), overdoses are kkely to cause slgnflcant 
lnhlblbon of both MAO A and MAO B Consequenly, the 
signs and symptoms of overdose may resemble those 
observed with marketed non-seledwe MAO lnhlbltors 
(e g tranylcypmm~ne, ~wcerboxazd% and phec%iune) 
Dverdose with Non-Selective MAO Inhiblbon: 
NOTE: This eedlon IS provided for reference, It does not 
describe ewnts that have actually bee” observed ath 
seleg!lw 1” overdose 

Charedenstlcally, signs and symptoms of nona 
MAOI owdose may rmI appear lmmed~ateiy Delays of 
up to 12 hours between Ingestlo” of drug and the 
appearance of suns may oaxr Impotlanly, Ihe peak 
mtenslty of the syndrome MY not be reached for upwards 
of a day fallow9 the overdose Death has been repotted 
fdlowng overdosage Therefore, lmmedlate 
hosp#aluabon, wth mnknucus pabent obswallon and 
rmdor,ng for a period of al least Lwo days folbw!ng the 
mgesm of such dmgs m overdose, is slmngly 
recommended 

The dlnlcal picture of MAOI overdoee var,es mns~derably, 
its wet,ty may be a fundm of the amount of dnrg 
consumed The central “e~ous and cardiovascular 
systems are prominently lntived 

Signs and symptoms of overdosage may Indude, alone or 
I” mmblnabon, any of the followng drowsewe. 
dlumess, fantness, rnteblkty, hyperacbvlty, ag~bl~on, 
SBWR headache, hafluclnetlons, tnsnws, op~sthotonus. 
mnvuls~ons, and come, rapid and irregular pulse, 
hypedenslo”, hypotension and vascular mllapsa 
precordlal pain, respwetoly depresslo” and fallurn, 
hyperpyrexla, dlaphoresls, and ccd clammy skm 

Traabnent Suggaetlons Fw Overdose: 
NOTE: Becauw there is no rem&d experience with 
eekoffms overdose. the foflowfna euooesNo”$ are 
off&d based upon the essump& Et eelsglline 
owrdoee may be modeled by non-sekctie MAGI 
poisoning. In any care, up-to-date infonnetion about 
the bWmmt of overdose can often be obleined fro+” 
I certified Reaionel Poison Control Canter. Tekohone 
numbers of c&lad Poison Control Canten ai listed 
in the Phyncians’ Desk Reference (PDR). 

Treaknent of overdose with non-selective MAMs IS 
symplomabc and supportive lnducbon of emesas or 
gaslrlc la-age with lnstlltetlon of chwxe dun-y may be 
helpful I” early pownmg, pm&d the away has been 
pmkcted agelnst aspiratrm Sgns and symptoms of 
central rawous system stlmulat~on, lndudlng mnwls~ons, 
shollld be treated with dlazepam. gtve” slowly 
~“Lwenously Phenothiazlne denvatlves and central 
wxvuus syetem sbmulants slmuM be waded 
Hypdenslo” and vascular mllapse should be beeted with 
intravenous flulds and, If rwcessery bkcd pressure 
tltratlon wilh an mtrevenous lnfuslon of a dilute pressor 
agent It should be rated that adrenerglc agents may 
produce a mahedly inaeased presser response 

Resplretlon should be supported by appmprlate 
measures, lndudmg management of Ihe away, use of 
supplemental oxygen, and mechanical ventlktory 
assistance, as reqwed 

Sody temperature should be mombred dosaly lntenwe 
mawgenmnl of hyperpyrexla may be required 
Malnlenance of Auld and dedmlyle balance IS essenbal 
DOSAGE AND ADMINISTRATION: 
Seleglllne hydrochbrlde bbkts, LISP are Intended for 
admmlstratwn to Parkmsnnwn pabents recavlng 
levodopalcarbldopa therapy who demonstrate a 
detenoratlna resoonse lo this treatment The 
recon~men&c m&en for tha admmdratmn of Seleg~kne 
Hydrochloride TaMels, USP IS 10 mg per day 
admlnlstered es dlwd6d doses of 5 mg each take” at 
breakfad and lunch There IS no evidence lhal addlbonal 
benefit will be oMalned from the admin~stabon of hloher 
doses Moreover, higher doses should ord~nanly-ix 
avolded because of Ihe increased nsk of side effects 
Afler Iwo to three days of seleg~l~ne (reatment, an attempt 
may be made to reduce the dose of levodopaicerbtdopa 
A reducbon of 10 to 30% was achlevsd with the tvolcal 
parbapent I” the domeetlc placebo conkoIled tnd;io 
was assIgned lo seleg~l~ne trealme”( Further reducllons 
of levodopdcarbldopa may be pwble durmg mntlnued 
seleglllne therapy 

HOW SUPPLIED 

Seleg~line Hydmchbrzde Tat&b, USP are awlat& 
mntalnlng 5 mg of seleglllne hydrochbnde Each ‘ahate or 
SllghUy mottled round, unsmrec tebiet IS dabossed mth 
L oncmsckand3438ultheouerslde 

They are avallatJe es fdbw 

Bomes of 60 tablets 
BOtues of 5w wets 

Store ar wntrdled mom temperature 15UOQZ (59D-&F7 
Dispense I” a tylht, hght.ressknt mntaner wth a child 
resistant dosure es required 
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