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nformation for Patients wi Labor and Delivery

Pru-s!da'r;u- e odvised o discuss the folowing fsues wib patierts for Whom they prescibe iy e of RISPERDAL® on aborand deiery i hums fs unknun,

it hould be sdvised of the tisk of 5 b .
= d Inm\rm!lhﬂu, and b. weye excreled in breast mik I has be
wmwdmmpamdmwmm d 3 o hydmar % bagn

Wﬂng Wity mgn:gunmm—pm-nnm Sinc= RISPEADAL® s Lhe patential o impair m&’“"“”“‘f@%"m. ,,mh":;ﬂ:'; ate also excreted i hman breast milk,
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undl they are } e ot FISPLFIDAL s aoes aat Aot e e i B T st
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Pragnamcy: Patienis shoukl ba advised 1o noty their physichn f they become pregrant or Infend to

Ibecome pregnant duding therapy.

Nursing: Patients should be advised not 1o bess! feed an infant ¥ they are taking RISPERDALE.
Concomitant Medicafion: Patients should be advises Lo Infonm thesr phyﬁdms | thay sre taking, of
plan lo'take, any prescription of overthe-counter drugs, since there Is & potenfial for nferasfion=.
Afzahol: Patients should be atviszd to avoid aloohol while tzking RISPERDAL®.

Laboyztony Tests

No spesiic lahnawiess sre moommended,

Drug Intemt

Th:ian:bms of R!SPERD&L“an:I atherdnigs have pol been systemafially evalusted. Giventhe
primary GNS =hects of rsperidans, caufion should be used whan RISPERDALS is taken in
mmblmbn with other cenirally activg drugs smd aleohol.

Because of He potentlal for nduc] hypmr:nsmu RISPERDALY mey enhance the hypolensive
wffects u’nﬂlkrrm herapeudic agents ﬁm 1his potes

REPERDALF may anlagonize the efeds oflm:dnpa and duparrineagm

Chionls edminkst=tion of camamazepine wih risperidnne may increase the o fsperdbna.

Clinlce] studies of RISPERDAL® did na! include sufficiant numbers of patiznls aped 65 and overin
determine whgthumcy respond difierently from vounger patiants. Other reporied clinizal
hes nol ﬁenll‘laﬁ differences In msponses batwesn ent younger paliznts, In

gen=rak B lower stn dose is (ecommended far on eldsrly patient, refieding » depjeased
pharmeeckinstic esrante in the elerdy, as wallas 3 cressed hepatic,
r:mnl or cardiac fundlion, and of concoméent disease or otherdnug 1gnm;:y {Se= CLINICAL
ACOLOGY and DOSAGE AND ADMINISTRATION). Whﬂa eldarly patients exhibll &
E‘lulﬂnderqiundl\n;hﬁchymn,kﬂski in {he el ay bia minkmlzed by Nmiting the
itial dose to 0.6 mg BID fsgnm.tg. careful tilration (E;I:.E“FREBAUTIONS) Menitoring of

forwl
mmumm:mmn‘mmmt the kidney, and the risk: of foxk reasfione 1o thes
trug be grealar in patients will impaired renal funclion. Batanse elderty paients :rsa more
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ul o monlior renatfunction (See DOSAGE AND ADMINISTRATION).

AIIVE?S Cﬂﬂfl'i
Associated with Discoatinuat
Ap,'lm:h'nazalf 9% (244!2607} uf RISPEFII:IAL= [risperidone)freated patisnie In phase 2-3 swdies

compared with abotit 7% on placebo and 10% on
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yerps a i sansilive then spontancois szttt the o ot
v mms'h mnumlémdéng-n:hh atveze veslswer mmﬁla:l&%:;dm}:zh Pmunon;f (Bee
e & placebe; Increasel dream pCiviy, uration of dean, eocommadsdion e, Welghr aml:ger fupoitions: of RISPERDAL® and plecsho-dmated y
iced) salivation, miciudtan wislurbances, ﬂanhm.wdaﬂnahmrr&mgm‘ tiininished sexia) gah:ﬂ!mm z?%dhudywegvtwamwmpmmngumsmm- m;naedm ey
deske, erectie dy ntly reater | o1 weigh i a7 FISPRRDALE 14853
Adverse Evenrs Dmrringa! 2n Incidencze of 1!5 or Hare Among RIRPERDALtTmaren‘ zonnared lu placebo (!%).
o e lfhi b st g e o Eoesk plocebo
mote, and were &l leasi a5 8 5 mmwm dn Imhe sparions
miitay Tha among piace et resuis o v 6 2 Brwesk comtoled pmﬂﬂi’ bmpotizt chan eshmrline "‘m Pepo "?ﬂﬁmmﬂkmn;
P&umrebegved Ei%m&‘d?d (%) nr15 n the gic -mmn;hl or p i Eimiarly, thers were R&PERDA..‘}phn:ln hismnddmoaofuasmm]mmiw
& MALHIAIT Huse Trpitay w1 is ieion sty This takl Shovs 4 i - ) p
e T
some Sme do
smmw [y Ihmu mtezg ﬁxpuncﬁ adveras evenls were cipaafied faing th: Woild Healh a&%mﬁﬁ?ﬂgﬁy ?W“me patienls Mwmeﬂﬂlss’m&v
EayEnkid ﬁ-d‘ngnﬂxisi concet patarts taldng I bireche
ﬁmwshnngfbamﬁz:ﬁﬂ:l‘shwg Egu“:::l; cann beuud%nprsdligim msmefd%d: ton wemdxsa:v&!lz&ef'ﬂvz n'rnwmaummmmmﬂ;m"!
oo usysl ai pratiice whors patent th wiher facior, differ
gt in \:‘mdxr;emied In!hlsl‘:iﬁ? fuiguinide {seewmmm Changas dﬂu}gﬁu Wans YR seel among about 120 phiebo paterts, bul weig

, thie o cunnol ba
with figutae nblnlned fam cthar ekl lnvemgahnns hvnlwng dfizrent Tealments, uses an
cited Tipioes, tnwever. dp provide the phyddan wihmbuaiabr

estimmling tha relatve contribiton of g and pondmp incidenze i b
he populsan sdied,
Table 97 mont Advams Incid
# B0 8-Woak Controfiod Clineat Trials!
Hudy Sysiam! ﬂlBPE’lml.“ Plx:ebo
Preferned Term £10 myfday my'day
{N=S24) N‘W? N2
Psychinlic Dlsorders
insommia 25% prr 18%
Agitalion 2% %
Aredly 12% 2% 3
Bomaplants 3% % 1%
hggressive rezadin % 2% 1%
Nervoes System .
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