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THANH PHAN
M wén nén bao phim Risperstad 1 chia:
Ri 1mg

(T4 dwc‘. Lactose monohydral, natri faury! suiphal, microcrystain cellulose, linh bt bdp, collidal silica
khan, magnesi slearat, opadry irdng).
M'Jr vin nén bao phim Risparstad 2 chda:

idon ..... 2mg
{Ti duge: Lactose monohydrat, natri uryl suiphat, microcrystallin celiiose, tinh b3t bdp, colividal sifica
khan, magnesi stearal, opadry cam).

mb A
Risparstad 1:Vién nén thudn ddi bao phim méu trfng, mdt mgt cb chll "STADA", ml m3l khdcvach.
Risparstad: Vin nén thudn dii bao phim mau hing cam, mt mit co chil “STADA", mt mdt khdcvach,

DUgC LYC HoC

Crua rd co chd tdc dng cla risperidon cing nhu cdc thudc trj tdm thdn phdn ligt khdc, Tuy nhién, tdc
dyng Iri liéu clia thudc irén t4m thdn phdn liét duge cho 14 gidn 1ip qua sy phdi hop tde ddng d0fi khdng
trén thy né Dopamin 1yp 2(D2) vA semtonin typ 2 (5HT2), Téc dyng a8 kndng 13l thl Ih€ khdc D2 v4
5HT2 b thé gidi thich cho 1 s8 téc d0ng khdc cla risperidon,
Risparidon 14 mit chdt a8l khdng chon lge monoaminergic 06 Al lye cao a8l vdi thy thé serotonin tjp 2
{5HT2) va dopamin typ 2 (D2), ai va o2 vk H, RI: don tde ddng nhu mit
chall ofi kidng 0 vai cde thy thé khdc nhung & higu lye thdp hon, Risperidon 6 &i lyc yfu 88 frung binh
wdi thy thé seratonin SHT1C, SHT10 va SHT1A, &ilyc yBu vai thy thE dopamin D1 va vjtrl sigma ahay cdm
vdi haloperidol, khdng cd 4i yc voithy th cholinergic mscarinic hodc B1 ve B2 adrenergic,

nuuc DONG HOC
Hip thy; Risperidon dupc hdp thu 10L Sinh khd dyng tuyt d8i khodng 70% (CV=25%). Sau khi ulng,
ndng d9 dinn lrung binh cia risperidon dat duge sau khodng 1 gid. Thile &n khdng dnh hudng afn ti 1
cng nhumisc d hdp thu cha risperidon.

~  Phin b0" Risperidon dugc phdn b nhanh chdng. Thé tich phan b b 1 - 2 1&g, Trong huydt tuong,
risperidon pin k&t albumin vi acid aipha1-giycoprotein, Risperidon odn k&t voi protein huyt tuong
khodng 90%, v chdt chuyn hta chinh clia nd, 9-hydroxyrisperidon, khodng 77%.

= Chuydn hda: Risperidon duye cmy!n hoa chil y&ud gan. Con dudng chuyén hda chii y&u clia risperidon &

yl htia thdnh 9-hy idon bdi men CYP 206, Con dudng chuyén hoa thit y&u 14 thang qua
qud trinh N-dealkyl Ma Chit l:ll:mf.n héa chinh 18 9-hydroxyrisperidon cé hogt linh duge ly fumg ty
rigperidon.

- Thd¥ trir; Risperidon v4 chit chuyfin hda ciia nd duge thai trir qua nudc tidu, v mdt phdn &t hon qua phdn.
Thisi gian bdn Ihdi bidy ki clia risperidon 14 3 it & nhing ngudi chuyfn hda manh vi 20 gid & nhilng
ngudi chuyln héa y8u, Thisi gian bdn thii bifu ki clia 9-hydroxyrisperidon 14 21 gid & nhilng ngudi
cheyén hoa nhanh va 30 gid & nhing ngudi chuyén hia chim. Dupe ddng hoc clia chit ¢o hogt tinh, sau
Khi diing 114u don hay da lidu, gifng nhau & ngudi chuyén hoa manh vi chuyfn hoa ylu, voi thai gian bin
Ahdi Irung binh 4 khodng 20 git.

cHIBINK

~ D tritdm Ihdn phdn ligl va cac chiing logn tdm thiln khdc,

- Diu tri ngdn han con hung cdm c&p hode con hn hop lién quan d&n r8i loan Ing cyc,

- Dibutei ehimg d& bj kich thich 1i&n quan d&n i loan ty kid trd em.

LIEU LUGNG VA CACH OUNG
Rispersiad dupc diing bing dubng ulng, khdng bj dnh hudng bii thitc 2n; ding 1 Mningdy hay chia lim 2
ningdy,

— Tdm thiln phdn 11 Libu ulng khdi ddu thuwdng ding cla risperidon 14 2 m/ngdy; cd 1hé ting dén 4
ma/ngdy vao ngdy thi 2, va dibu chinh lifu sau 46 néu cdn véi budc tng lidu tit 1 mg hofc 2 mg nu dung
nap vA saukhodng Ihdi gian khing dudi 24 git, Hau hét cdc bénh nhdn ddp dnp 181 O khodng liduti 4 - 6
myg/ ngdy. Risperidon cb th duge si dung 1 Mn/ ngdy hodc chia Am 2 Mnmgdy, Lidu ding 19 da 14 16
mg/ ngay,

- Hung cdm trong rd¥ logn ldng cye: Lidu khdi ¢4u khuyén ding 14 2 - 3 mo/ Mn/ ngdy. C6 thé didu chinh
li€uting 1 miody saukhodng thdl gian khting dudi 24 gio d&n téng lidu 6 mo/ngay.

- S dyng cho tré em: Dibu trj tdm thdn phan ligt & thanh hifu nin tis 13-17 tdi, diu trj ngdn han con
hung cm c&p hajc can hn hyp lien quan d&n i loan Bng cyc & tré emvA thanh thifu nidn bl 1 10-17
1udl, difutr] chimg d¥ bj kich Lhich fign quan d&n r8i loan Wy ki & trd em b 5-16 bli,

+ Tam thdn phdn ligt va hung cdme Ligu khdi ddu uling 0.5 mg x 1 Hn/ ngdy vdo buli sdng hay budi 18
4 thé ting du vol bude np lifu i 0,5 mg hadc 1 mg nEudung nap, sau kiiedng thoi gian kndng dudi
24 i, 141 lifu 3 mg/ ngdy cho binh Am thdn phin ligt hodc 2.5 moingdy cho bnh hung cdm, Lifutli
da khuyén ding cho cd 2 chl dinn trén 14 6 mg/ ngéy. Téng 1iéu hing ngdy et thé duge chia lm 2 lidu
cho nhing b&nh nhin b ngl ko ma kéo dai,

+ Biffutri ching dE b kich thich ién quan 0&n e loan ty kT Ding 1 1An/npdy hay 2 n/ngdy dyta trén thd
trgng:

+ <20 kg: Lifu kbt ddu thudng disng 13 0,25 mg/ npdy, cb thé ting d&n 0,5 mp/ngdy sau il nhdt 4
nghy vi difichinh iy sau 08 nfu cdn voi bude Eng 1ifu 14 0,25 mg, thubng sau khong dudi 2 luln,
Lifu khuy®n cdotdi da & 1 mg/gdy, N&n thin trong khi si dung choted dudi 15 kg,

» = 20 kg: Lidu khisi ddu thubing ding 1 0,5 ma/ ngdy, c6 th 14ng 08n 1 mg/ngdy sau it nhdl 4 ngdy va
difu chinh 1idu sau @6 nfu cdn voi bubc tang lidu 4 0,5 mg, thudng sau khang dudi 2 tuln, Lifu
Khuydn cdo 1 da 18 2,5 mo/ngdy & Lré Lrén 20 kg v 3 mgngy 8 tré trén 45 kg,

« Bénh nhi bj ngll lo mokéo di, nén dong 1 14n trude khi ngi hay chia lAm 2 Mn/ngdy, hay gidm lifu,

— Bénhnhdn idn il hay bénh nhdn ybu sic: Lifu khdi ddu 0,5 mg x 2 Mn/ ngdy, néu cdn inifl, 1ing kidu
fir tir them 0,5 mp/ 2 Hn/ npdy 1§ 1 - 2 mg/ 2 in/ ngdy, Lifuding trén 1,5 mg/ 2 [dn/ ngay, sy gla ting
lidunén duge thye hign saull nhdt 1 dn,

~  Suy pan vd suy thin: Lifu kb ddu khuyen ding cda risperidon che bénh ahdn suy ihdn hodc suy gan 14
0,5 mg/ 2 Hn/ ngdy, nfucdn thift, nén 1ng lidu tl ti thém 0,5 mg/ 2 14n/ ngdy 11 iéu 1 - 2 mg x 2 1&n/
npdy, Lifuding trén 1,5 mg = 2 /gy, sy gia t4ng 14ungn dugc thyc hién sau i nhdt 1 hudn,

CHONG CHI DINH
Nhay cim v risperidon hay bt ki thdah phdn ndo cla thufic,

THAN TRONG

~ Phin iing phy nghitm trong, gdm sy gla tang npuy coti vong, d8 duge bdo cho trén binh nhdn 18m fui it
dyag risperidon hode cac thulie chiing logn thdn khong difln hiah khdc trong cdc thik nghigm lm sdng
trén nhilng bénh nhdn isan 14m thdn lidn quan dfn ching sa st trl Wwé, Risperidon khting dugc sif dyng Irj
18t foan tAm thiln lidn quan dfn chimg mil i,

~ Docd khd ning xdy ra ha huyfL dp W the, ndn sl dyng thin Lrong trén nhidng bénh nhda bj bénh tim
mach (ahu ¢b tifn sl b8l mdu co tim hay thifiu mdu cpe bl ihubing w8 édn truyén), bénh
mach miunlo, tinh trang cb th din dlin ha huyBtdp & We,4
nhitng bnh nhdn dang sit dyng céc thudc ha huydt dgge=

Do nguy coting dubng huydt nghiém trgng, doi khi kém theo nhim keto acid, hon mé do tng thdm thiu,
hodc Hif vong i duge bdo cdod nhilng bénh nhdn sii dyng mdt vai thulic chng lsan thdn khdng dién hinh,

bao gdm risperidon, bénh nhdn bj téu dudng dubng trute 84 khi diéu trj vai cée thulic chiing lngn thﬁn
knong difn hinh nén dugc theo dal chil ché tinh trgng x&u di clia vide kiém sodl glucose huyft khi bat dy
didutri; nh2ng benh nhdn c6 y&uls nguy cocba benh ti€u dudng (ahy béo phi, tidn sl gia dinh bj bénh tifu
duting) nén kiém tra dudng huyf i d6i vio lic bAt ddu dibu Lr va dinh ky sau 46

Bénh nhdn véi c4c Irigu chimg Parkinson hodic sa sttt fug of InE Lewy i dyng cdc thulc ehéng logn
1nn, bao gém risperidon, 43 duge bdo c4o gla tang sy nhay cAm véi cde thufc chiing logn thdn, Bidu hign
|am sdng cla sy pia tng nhay cim ndy gém nhdm Mn, vd tri gidc, khdng Sn dinh 1 the vai vide thudng
xuyln bj ngd, tdc dyng phy ngogi thdp va cde ddc tinh Wm sing cia hii chimg an thn kinh dc tish.

N&n sl dyng thdn trong risperidon cho bénh nhn bi bénh tim mach, pim cdc linh Lrgng lign quan dédn
vige kéo dii khodng QT, hodc cde tinh trang dn 6€n ha huy&t 4p. KhuyEn cdo bEnh nhdn ndn thin trong
néu ct tifn sit hodc nguy co tifn trin bdnh mach mdu ndo, nhing bénh nhn bj bénh Parkinson hodc
d@ng kinh, vd nhing b3nh nhdn bj suy gan hodc suy thin.

NEn ngung risperidon L i do nguy co xuft hign cdc trigu chiing ngung thule, p6m dd md hoi, budn ndn v4
ndn, vA loan 1amthdn dol nguge khi ngung thudc dit npdt.

Vién nén bao phim cd chifa lactose. Khong nén sif dyng thuc ndy cho bdnh nhan bj cc van dé di truyén
hi€m g4p nhy khiing dung ngp palactose, thifu hyt men Lapp-lactase hay kém hp thu glucose-galactose.

lum TAC THUGC

Neén thdn lrong khidiing risperidon cing voi cd¢ thulic khdc 14¢ ding trén thn kinh trung uong va alcohol.
Do cb nguy co tm byt huyBl 4p, risperidon co thé 14m ting tde dyng ha huy#l 4p cla cdc thuSc cb khd
ning gdy ha huyftdp.

Risparidon cd thd d6i khdng tdc dhng clia pa va cdc chit dbng vén dopamin.

Si dyng 14u dai clozapin cling véi risperidon co thé IAm gidm sy thanh thii cla risparidon,

Ding chung risperidon vdi carbamazepin va cdc thufc cdm dng men gan Ithlc {nhu phenyloin, rifampicin,
phenobarbital) cé thé qu gidm ndng dd phli nop clia risp vA 9-hydraxyrisperidon {rong huyft
twong, do 46 ¢ thé 14m gidm hidulyc didutri cba risperid

Fluoxelin vé paroxatin am gia long ndng 44 rlspenoon trmu huy8t tuong n lugt 2.5 - 2,8 n vk 3- 9 n.
Fluoxetin khdng dnh hudng 180 ndng 44 S-hydroxyrisperidon trong huy#t tusng. Paraxetin l4m gidm ndng
) ciia 9-hydroxyrisparidon trung binh khodng 13%. Khi ding chung fluoxetin hay paroxetin i khdi ddu
hede ngung difulri, nén ddnh gid tai lidu clia risperidon.

PHY N CG THAI VA CHO CON BU

Phy nl ¢6 thal: Vdn chuybn risperidon qua nhau thai xdy ra trén chudl con. Khiing b nghidn cin ddy di

v ¢t kifm sodl trén phy nil mang thai. Aisperidon chi duge sit dung trong thi ky mang thai khi Igi leh

{ifm ndng vugt rdi sovai khd ndng gdy nguy hal cho bdo thal.

Phy nff cho con ba: Trén nhilng nghiln cdu irén ddng vit, risperiden va 9- duge bai il
4o trong slta. Risperidon vi 9-hydroxyrisperidon cdng ba it vio trong s0a me. Vivdy, phi il dang difu

te| woi risparidon khdng nén cho con bi.

ANH HUBNG TREN KrA NANG LAIXE VA VAN HANH MAY MGC

'lﬂl: DUYNG PHY

Risperidon c6 (n 14m gidm khd ndng phdn dodn, suy nght hogc ky ndng van ddng, bénh nhdn nén thin
trong khi vin hinh mdy moc nguy hifm, k€ cd xe gdn mdy, cho din khi bift chc ring risperidon khing
gy lic dyng khéng mong mudn néulrén.

Risperidon dugc bdo cdo 14 il gdy tde dung an thdn hodc ngoal thap nhung sy kich ding cb thé xdy ra
thung xuyan kon.

Tdc dyng phy thudng gdp khde: gbm mdtngl, lo duva dauddu.

[l g p: khés tibu, budn ndn va ndn, dau byng, to ban, md ma1, rfi logn chitc ndng finh dyc bac gdm cuang
dugng w41, tifu tign khdng xém sodt, ban da va cdc phin Gng di ing khic, ngl gd, kh tp trung, ching
mat, mt mdive vibm miil,

Ngodi hg huy€t dp tuthé, ting huyft 4p cling dupc bio cdo # gdp.

Tdc dyng phy khéc cia risperidon bao gfm tai bifin mach mdu ndio, tim nhanh, tng cin, phi né, ting
?mdﬂmuwdumlmnﬂudu Risperidon co thé gdy tdng ndng 80 protactin phy thudc
lidu

Tang dubng huy8t vi IAm ndng thém bénh tify dutng sfn cb d3 dugc ghi nhdn trén modt 58 ca hifm gdp.
Neén theo di 14m sing vige 14ng dudng huy&t, dc bigt & nhling benh nhin bj b nh tifu dudng hodc bénh
nhan cb nguy colidn trifn bEnh Lifu dwing,

Tae dung phy hifm gdp khdc gbm co ddng kinh, rfi iogn didu hoa than nhiéd, ha natr huyBt hoi ching an
thdn kinh dctinh, va r8i logn vin ddng mudn.

Uk LIEU

BAOQUAN : Trong bao bl kin, ni kh, trdnh 4nh sdng, nhist 4 khong qud 30°C.
HAN DUNG: 36 thang ké tir ngay sdn xuf!t
DONG GO : VI 10 vien HOp 2], 4 vi, Bvi.

TIEU CHUAN AP DUNG: Titu chufn nh4 sin xufl

Trigu ehing
Théing thubng, cdc dfu hibu va tridu ching dugc ghi nhidn 14 k&t qud cla K dyng qud mic vé tdc dyng
dugc Iy 44 bibt clia risperidon, nhungi g4, an thdn, rhip tim nhanh, ha huy# dp, vit ¢de ridu ching ngoal
thip, DA dupc bdo cdo vl vic kéo ddi khodng OT vé co gidt trong frubng hop qu ifu, Xodn dinh 43 duge
bao cdolién quan dfn vide sit dung qud lifu risperidon ciing véi paroxetin. N&n xam xét khd ndng do ding
nhifiu thud trong trung halp qud lifu clp.

Bifuir

Thift Hp v duy 17 sy thong dudng ht hip off ddm bio cung cfp dl oxy vh thng khi. Xem xélvige ria dg
iy (sau khi 03t 6ng ni khi qudn ndubénh nhan bt tinh) va sif dyng than hoat cing v chat ty x4 chi
khi uling thuBc khing qud 1 git Irudc 46, Nén theo d8i1im mach ngay Mp the va do dign t4m o4 lign
phdl hign khd ndng logn nhip. >
Khong ¢t chdt gidi ddc 43¢ hiducho risperidon. VI vdy, nn &p dyng cc bidn phip ndng d2 thich bop-. ~
Tyt huyEt 4p vA suy tuin hodn nén dunc difu tri bAng cde bign phdp thich hgp nhy truyén dich viMode
ding thubc cudng giao cdm. Trong rsding hgp xudt hidn trigu ching ngoai thdp ndng, ding thulic khdng .
cholinergic. Ti#p lyc gidm st vé theo ddi y khoa chit chi cho d&n khi bénh nhdn binh phyc \

Chai 50 vign, 100 vien, Hip 1 chai,

THUGC NAY CHI DUNG THED BON COA BAC ST
D4 xa tdm tay Ird sm
Khéng ding thude qud thel han sif dyng
Doc kf hudng diin st dyng tride ki dung
Ny cdn thim thdng tin, xin hél § kidn bdc sT
Thang bda cho bac sT nhdng tde dyng khdng mong mudn gdp phdl khi sif dyng thude
Ngdy duyél ndi dung loa; 02/11/2011
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