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Rx

SIZODON

(Vién nén bao phim risperidon)

Cie diu hidu lwru ¥ va khuyén cdo:
Doc ky hieemg dan sir dung triede khi dimg.

Dé xa tam tay iré em.

Théng bdo ngay cho bae sy hode diege s§ nhitng tde dung khdng mong muén gip phai khi sir
dung thude.

Thuée nay chi ding theo don thudc.

1. Thanh phin cong thire thude

ki JI ;) /
SIZODON 1 A [ r’:/

MBi vién nén bao phim chira:

Thanh phén hoar char

Risperidon USP | mg

Thanh phén td diege

Maize starch, microcrystallin cellulose, lactose monohydrat, natri benzoat, purified tale BP,

magnesium stearat, colloidal silicon dioxid, natri starch glycolat, Eudragit E100, titan dioxid,

Sunset yellow lake, Macrogol 6000.

SIZODON 2

Mdi vién nén bao phim chira:

Thanh phén hoat cht

Risperidon USP 2mg

Thanh phdn td dirge

Maize starch, microcrystallin cellulose, lactose monohydrat, natri benzoat, purified talc,

magnesium stearat, colloidal silicon dioxid, natri starch glycolat, Eudragit E100, titan dioxid,

Sunset yellow lake, Macrogol 6000,

2. Dang bao ché

Dang biao ché: vién nén bao phim

Mo ti diie diém thude: vién nén bao phim trén, mau cam, mét mét cé vach, mot mit phfmg.

3. Chidinh

Mue dich sir dyng:

SIZODON dwoe chi dinh dicu tri taim thén phén liét.

SIZODON duge chi dinh diéu trj cdc con humg cam trung binh dén ning trong réi loan ludmg

cire.

SIZODON duge chi dinh dé diéu tri ngén han (dén 6 twén) & nhimg bénh nhan Alzheimer mét

tri nhé kéo dai tir vira dén niing, khéng dap (mg véi cdc bién phip khong ding thude va ¢6

hanh dong gdy hai cho ban than hodc nguoi khic.

SIZODON dugc chi dinh diéu trj tri¢u chimg ngin han (Ién dén 6 wén) trong rdi loan hanh vi

kéo dai & tré em tir 5 tudi va thanh thidu nién véi chire ndng tri tué dudi mire trung binh hoic

chém phat trién tri tué duge chan dodn theo tiéu chuin DSM-1V, trong dé mire d§ nghiém

trong cilia hanh vi hung hiing hoiic gay rbi cin diéu tri bing thude. Didu tri bing thude 12 mot

phan khong thé thiéu ctia mot li¢u trinh diéu tri toan dién, bao gbm can thiép tim 1y xi hdi va

gido duc. Risperidon duge khuyén cdo tudn theo chi dinh cia chuyén gia vé than kinh & wé

em v chuyén gia tam 1 & tré vi thanh nién hoiic cdc bac sy da c6 kinh nghiém didu trj chimg
1
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roi loan hanh vi kéo ddi ctia tré em v thanh thidu nién.

4. Liéu ding - Cich diing

Tam thiin phiin liét

Newdi trieong thanh .

SIZODON ¢6 thé ding mt hodie hai lin mdi ngdy. _ )

Bénh nhin nén bilt dau vai lidu 2 mg risperidon/ngay. Lidu co thé ting Ién 4 mg vio ngay thir
hat.

S;au do, liéu lwgng duge duy tri khong thay dbi, hojc tang |én tiy thude timg bénh nhan, néu
can thiet.

Héu hét bénh nhin s¢ ddp img vdi lidu hang ngay tir 4 dén 6 mg. (8] mot 50 bénh nhin, giai
doan chinh liéu chim hon, lhmh hop khéi diu va duy tri & lidu thap Liéu trén 10 mg/ngay di
khong c6 hi¢u qua vuol tri so vai liéu thip hon va ¢o thé 1am tang tv 18 mie cdc ridu chimg
ngogi thip. Tinh an todn d6i voi licu trén 16 mg/ngay chira duge danh gia, do doé khéng duge
Lhuyen cdo. y
Newedi {6m tudi i
Liéu khéri dau duge khuyén céo 14 0,5 mg hai lan m3i ngdy. Liéu luong ndy duge diéu chinh
trén timg bénh nhin véi 0.5 mg hai ldn moi ngay ting din dén 1-2 mg hai lin mdi ngay.

Tré em

Risperidon khing dugc khuyén cdo sir dung cho tré duwdi 18 wdi b tim thin phin liét do
thiéu dir li¢u vé tinh higu qua.

Con hung cam trong réi loan ludng cue

Newedri tricomg thanh

SIZODON nén ding mét Tan mo: nguy bt ddu vai lidu 2 mg rnpcrldon

Néu ¢6 chi dinh diéu chinh liéu, nén tién hanh trong khodng thoi gian khéng dudi 24 givr va
ting véi lidu 1 mg mai ngiy,

Risperidon ¢d thé duge dung voi liéu linh hoat trong khodang 1-6 mg mdi ngiy nhim 16i wu
hoa hiéu qua va dd dung nap trén timg bénh nhén, Lidu hing ngiy trén 6 mg risperidon
khimg dugre nghién ciru trén bénh nhin ¢o con hung cam.

Nihur tit ¢a cée licu phip diéu tri tri¢u chimg, tiép e st dung SIZODON phai duge dénh gid
va diéu chinh trén co SO hién 1ai.

"-g:rm lom rudi

Liéu khai diu duge khuyén cdo 14 0,5 mg hai I'in mbi ngay. Li¢u lugmg nay duge diéu chinh
trén timg bénh nhdn voi lidu 0,5 mg hai lan mdi ngay, ting clén dén 1-2 mg hai lin mdi ngay.
Kinh nghiém lim sang cho nguii l-:‘m tubi con han ché, nén cin thin rong,

Tre em

Risperidon kht‘}ng duge khuyén cdo siv dung cho tré du6i 18 wdi bi hung cam ludng cwe do
thieu dir liéu vé tinh hi¢u qua.

Su hung hang kéo dai & nhimg bénh nhin Alzheimer mm tri nhd wr vira dén nang,

Liéu khoi dau duge khuycll cdo 14 0,25 mg hai lan moi ngay. Ncu can thiét ¢6 thé diéu chinh
lidu trén ting bénh nhdn bﬁng cdch tang lidu 0,25 mg hai lan mi ngay, ting cach ngay. Ddi
vari da s6 bénh nhg‘m liéu t_ol uu la 0.5 mg h:u lin mdi ngay. Tuy nhtén. mdl s6 bénh nhan, ¢6
thé dap (mg véi licu 1én dén 1 mg hai lan mm ngay.

SIZODON khong nén sir dung liu hon 6 tudn & bénh nhin Alzheimer mét tri nhé voi sy hung
he’mg kéo dai. Trong sudt thoi glan diéu tr, linh trang bénh phai duge danh gid thuimg xuyén
v déu diin, cén danh gid lai nhu ciu diéu tri Ilcp Lye.

Réi loan hanh vi

Tré em va thanh thidu nién 5-18 m.f.;.-

Bénh nhin ¢6 cin nding > 50 kg, lidu khai diu duge khuycn céo 14 0,5 mg mdt lan mm nﬂay
Néu cin thiét ¢o thé dicu chinh trén timg bénh nhin bing cich tang 0,5 mg mot lin mdi ngay,
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téng cdch ngay. Péi véi da sd bénh nhan lidu 161 wu la 1 mg mdt Jin mdi ngay. Tuy nhién,
mot s6 bénh nhin ¢6 thé dip ung vai lidu 0.5 mg mot lén mdi ngay. trong khi nhimg ngudi
khag 6 thé can 1,5 mg mft 1an mdi ngay.

Bénh nhén ¢6 can ning<30 kg, liéu khai dau duge Lhuycn cdo 14 0,25 mg mot lan mm ngay.
Néu can thiét co thé diéu chlnh trén timg bénh nhén biing, cach tang 0.25 mg mdt lin m51
ngdy, tdng cich ngay. Li¢u toi uu la 0.5 mg cho héu hct cac bénh nhan. Tuy nhién, mot s
bénh nhan ¢6 thé dap tmg \rcr: liéu 0,25 mg mot Ian mdi ngdy, trong khi nhimg ngudi khac ¢o
lhc ¢éin 0,75 mg mot lin mdi ngay. Cling nhur tit ¢ cdc lidu phap didu i trién chimg, viée
h-;.p tue sir dung SIZODON pl}a! duge dinh gid va dléllﬁhll"lh trén ¢ so hién tai,

SIZODON khéng duge khuyén cdo ¢ tré em dudi 5 tuoi, vi khéng co ghi nhin tré¢ em dudi 5
tudi bi roi loan nay,

Suy thin va suy gan

Bénh nhan suy than kha ning dao thai dang hoat tinh cta thude chdng loan thén tich eye
giam so vii ngudi 10m ¢d chire nan[? thiin binh thudmg.

Bénh nhan bi suy chire néing gan, nong d¢ risperidon tur do trong huyel tromg 1ing.
Lidu khoi ddu va lidu duy tri nén duge giam mdt nira va chinh liéu ¢ham hon ddi v6i bénh
nhan suy than hodc gan.

SIZODON nén dugre sir dung thén trong ¢ nhimg nhdm bénh nhan nay.

Cich diing

SIZODON sir dung dudmg ut:mf= Thite &n khong anh hudmg dén sy hap thu cia SIZODON,
Khi ngimg ding, nén giam heu tr ur. Triéu chung. ngimg thube cip tinh bao gom huon nin,
non, ra mo hoi. va mat ngi rit hiém khi duge md ta sau khi ngimg thude chong loan thin dot
ngot & liéu cao. Pa ghi nhan trudng hop tai phét céc tricu chimg tam than, va sy xuat hién cia
roi loan vin déng khong tr chi (nhur chimg nbm khong vén, loan truong lyc co va roi loan
vin dong).

Dmrg S."?ODO’Vmu cde thude loan than khm

Khi ¢in thiét, nén ngumg tir tir li¢u phdp diéu tri trude do6 khi bit dau dleu trj bing S1Z ODON.
Ngoai ra, khi thay d6i thube didu tri loan than néu ph hop nén bit diu liéu phip bing
SIZODON lhay cho ljch trinh tiém thude ké tiép.

Sur can thiét viée hr.p tuc ding thuée chnm, Parkinson nén dugce danh gia lai theo dinh k.

5. Chdng chi dinh

Min cam véi duge chat hode bit k¥ thanh phﬁn 1d duge ndo cta thude.

6. Canh bio vi thin trong khi dimng thude

Bénh nhén cao wdi mit tri nha

Tang v I¢ e vong & nhitng ngudi cao toi bi mat tri nhé

Trong mét ph:m tich gop 17 nghién ciru ¢6 kiém sodl cdc thude chéng loan thin khong dién
hinh, bae gom ca SIZODON, bénh nhin cao tudi bi mat tri nho duoe didu tri bﬁnu thude
chéng logn thin khoni:, dién hinh ¢6 ti 1é tir vong ting lén so voi ;_,Ia dwroc. Trong cdc thir
nghiém kiém sodt gia duge véi SIZODON dirdmg uong trong din so nay, ty 1€ ur vong la
4.0% ¢ho bénh nhian duge diéu tri vai SIZODON so vai 3,1% cho bénh nhén dimg gia duge,
Ti s6 chénh (khoanb tin cay 95%) 14 1.21 (0,7; 2,1). Tudi trung binh cta bénh nhan da wr
vong la 86 woi (wr 67-100). DI li¢u tir hai ngl'ucn clru quan sat om cho thiy nhimg ngudi cao
tudi bj mét tri nhé duge diéu trf bing thude Lhﬁng_, loan thin thong thudng ciing ¢d phfm nho
nguy co gia tang tr vong so véi nhimg ngudi khong, dugre diéu tri. Khong du dir liéu dé uée
tinh chinh xdc cdc nguy co vi chua bi¢t nguyén nhén cua viée gia tang nguy co. Chura 6 cor
ché cua vige tang mure d6 tir vong khi ding thudc chdng loan thin trong cdc nghién ciru.

Sir dung déng théi véi furosemid
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Trong cdce thir nghiém co kidm sodt sir dung SIZ ODON & bénh nhin cao tum bi mét tri nhd,
ty 1¢ tr vong cao hon & nhém bénh nhéin duge didu tri vdi furosemid phdi hop nsperldon
(7.3%; tudi trung bmh 89, tir 75-97) khi so sanh vii nhimg bénh nhin chi duge didu tri v
risperidon ( 3, I% tudi trung binh 84, tir 70-96) hode furosemid (4 1%; tui trung binh 80, 1
67-90). Viéc ting ty 1¢ tr vong & nhimg bénh nhin duge diéu trj voi furosemid két hop
risperidon duge gh1 nhén ¢ hai trong bén thir ng,hiern lam sang. Sir dung dong thi risperidon
voi thude i tidu khde (chi yéu 1a cde thude loi tiéu thiazid lidu thip) khong cho két qua
twomg .
Chua 16 co ché sinh Iy bénh va nguyén nhan dé giai thich két qua ndy. Tuy nhién, can ¢in
nhie k¥ gita rii ro va lgri ich cla sy két hop nay hofe didu ti phéi hop vai thude loi tidu
manh khic trude khi qmct dinh sir dung. Khong tang ty 1¢ tir vong ¢ bénh nhin dang ding
thude loi tidu khic khi dicu tri déng thoi véi risperidon. Bit k& lidu phap diéu i nao, mit |
nurde a yéu 16 nguy co cha r vong. do dé nén trinh ding & nhimg bénh nhén cao tudi bi f{,ﬁ( Z
bénh mét 1rf nhé,
Téc dung khing mong muon 1én mach méu nio (CVAE)
Nguy co cde tie dung khong mong muon lén mach mau ndo tang khoang 3 Iim trong cac thir
nghiém lam sing d01 chimg n;,au nhi¢n ding gid duge & nhimg bénh nhin mal tri nhér duge
diéu tri bing mit s thube chéng loan thin khang dién hinh. Cic dir ligu 1ong hop tir séu
nghién ciru d(’)l chimg gia duge véi SIZODON & bénh nhén cha yéu 14 noudi cao wdi (> 63
tudi) bi mét tri nhé cho thay C VAEs fubhmm trong, khong nghiém trong va ci hai) vaiw 1¢
3,3% (33/1009) bénh nhén duge diéu tri véi risperidon va 1,2% (8/712) bénh nhan duge diéu
trj bing gia duge. Ti 56 chénh (khodng tin ciy 95%) ld 2,96 (1,34: 7,50). Chua 15 cor ché cna
viéc ting nguy co niy, khing thé bi leai triv nguy co do cde thude chong loan thin khie hode
ddi tgmg bénh nhén khau-:. SIZODON nén sir dung thin trong trén nhimg bénh nhan cd nguy
co bj dot quy. i
Nguy co téc dung khong mong muo6n trén mach méu ndo cao hon ding ké & nhimg bénh nhin
miic nhi¢u bénh dong thisi hode mat tri nhé do nguyvén nhan mach mau so voi bénh Alzheimer.
Vi vily, bénh nhéin bj mét tri nhé khic bénh Alzheimer khong nén diéu tri véi risperidon. .
Bac s¥ nén ddnh gid nguy co va loi ich ciia vice sir dung SIZODON & bénh nhéin cao tudi bi
mit trl nhé. chi ¥ dén nguy co dot quy ¢ bénh nhin nay. Bénh nhdn/ngudi nha nén duge canh
i ede ddu hidu va triéu clumg tiém nang cua tae dung khéng mong muon trén mgch mau ndo
nhw yeu dot nwl hodic 1& & mat, tay hodic chin, roi loan ngon ngir v thi gide. Tat ca cae lua
chon didu tri ein dige cin nhic cdn trong. bao --6m cil vige ngumg risperidon,
SIZODON chi nén duge sir dung ngan han cho didu tri hung hing dai ding o nhimg bénh
nhin Alzheimer véi chimg mat tri nho trung binh dén nang dé hd tro cho cac bién phap khang
ding thude — thudmg han ché hoje khong higu qua vi khi cé nguy co gy hai cho ban than
hodie ngudi khie. Bénh nhin ¢dn duge danh gid thuimg xuyvén, vi vige diéu ri tiép tue ciing
cin duge danh gid lai.
Ha huvét dp tur thé
Do hoat dgng chan alpha clia r:spcndon ha h'.I:.'C'I ap tu thé ¢6 thé xay ra, dic bigt trong thixi
gian chinh liéu ban diu. Trén Idm sing ha huyét 4 ap dang ké da duge quan sat thily véi viée sur
dung dun&, thin risperidon va diéu tri hi huyul ap. SIZODON nen SAr nlunk, thin lron" o nhimg
bénh nhin c6 bénh tim mach (vi dur suy tim, nhéi mdu co tim, 161 loan dan truyén, mat mrée,
blam thé tich tudn hoan, !mzu. _bénh mgeh méu niio), vi phai didu chinh lidu vir tr nhu khuven
cdo. Nén xem xét g;am liéu néu xdy ra ha huyét ap.
Chimg giam bach cdu. giam ba-::h chu trung tinh v mét hach chu hat
Giam bach céu, giam bach ciu trung tinh va mét bach ciu hat da diroe ghi nhin khi dung cde
tic nhin chéng loan than bao gdm ca risperidon. Mit bach ¢iu hat duge ghi nhin rt hiém khi
x4y ra (< 1/10.000 bénh nhén) trong ¢de nghién efru hiu mai. Bénh nhan c6 tién sir giam bach
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clu (WBC) hoic giam bach cwbach cdu trung tinh do thude cdn duge theo ddi trong cde
thang dau tién cua _liéu trinh va nén ngung rispcridon néu xudt hién cic dau hiéu giam so
lugng t€ bao bach cdu ma khong cd cde nguyén nhin c6 lién quan khac.
Bénh nhan giam bach ciu trung tinh cén duge theo doi tinh trang Ot va céc tinh trang hodic
diu hiéu nhiém tring khac va can duoe dneu tri ngay lap tire néu nhimg tinh trang hofic diu
hiéu niy xay ra. Bénh nhan gidm bach ciu trung tinh nghlem trong {S(:- lugng bach ciu trung
tinh todn phan <1 X 10"L) nén ngung ding risperidon va sé lugng 1€ bao bach ciu ¢iin duge
phue héi.
Roi loan vin déng muén / triéu chime ngoai thip (TD/EPS
Thube ¢é tinh chat ddi khang thu thé dopamin cé lién quan t6i khoi phét réi loan vin dong
muédn dic trung béi cir déni,, vi thiie nlup nhang, chi yeu cta ludi vivhode mat. Sy khoi dau
cua cdc triéu chimg ngoai lhsip la mot yeu 16 nguy co roi loan vin dong muodn. Neu ciic diu
hiéu va triéu chimg cua roi loan vin déng mudn xudt hi¢n. nén xem xét ngumg tdt ca cac J,f? { / frv
thuée chdng loan than,
Hoi chimg dc tinh do thude an thin (NMS)
Hoi :,hlmg 4c tinh do thube an thin dic trung boi ting than nhiét, cimg <o, bt én than kinh
thye vit, ¥ thire thay déi vi creatin phosphokmat;c hu\-’ct thanh ting cao di duge bao cdo xay
ra vai cdc lhunc t.hE:-n,L__ loan thin. Dau hiéu khac ¢6 lll-s: bao gom myoglobin nicu (tiéu co vin)
v suy thin ¢dp. Trong trudmg hep ndy, nén ngung tit ¢d cde thude ching loan thin, bao gdm
SIZODON.
Bénh Parkinson va sa sit tri tué thé Lewy
Céc h;c s¥ nén can nh?’gc nhing rui ro so vai nhitng legi fch khi ké toa thube c!qéng loan thin,
bao gém SIZODON, doi vGi bénh nhin ¢6 bénh Parkinson hay sa sit tri tué the Lewy (DLB).
Bénh Parkinson ¢0 thé -{au di khi dang risperidon. Ca hai nhom ¢6 nguy co gia ting hoi chimg
dc tinh do thube an thin ciing nhir ting sw nhay cam lén cic thum. chdng loan thin; nhimg
bénh nhdn na} da duge logi trir tir cde thir nghi¢m lam sing, Biéu hién cua tang dé nhay nay
6 thé bao gﬂm nham Ian, mét tri gide, wr thé khong on dinh ¢ ngi thudng xuyén, cdc tri¢u
chimg ngoai thap.
Tang dudmg huvét va bénh dai thio duéng
Ghi nhén céc truong hop ting dudng huyét, dai thio dudmg va lam ning thém bénh ddi thao
dudmg trong qua trinh didu tri vai SIZODON. Trong mét sO trudmg hgp nguyén nhin nén ¢b
thé 1a i ling ¢in trude do. Hiém eap trudng hop nhiém toan cemn v tinh trang hon mé dai
thao dmm; Cén theo ddi tinh trang bénh nhan theo hudng din khi diéu tri véi thude chom_
logn thin, Bénh nhan duge didu i vai bt ky thude chong loan thin khong dién hmh bao
gbm ¢a SIZODON, ¢in duge theo ddi céc triéu chimg cta ﬁnj, dudmg huyét (nhur udng nhidu,
da ni¢u, an nhiéu v mét moi): bénh nhin dai thao dutmg can duge theo doi thudmg xuyén dé
kiém soat tinh trang xdu di cia dutmg huyét,
Tang cén
Ghi nhén trudmg hop ting cén ding ké khi sir dung SIZODON. Trong lugng co thé cin duge
theo doi thurdmg xuvén.
Téang prolactin tmng mau
Nghién ciru nudi cdy mé cho thiy su ting tudng t& bio trong khdi u vil & ngudi ¢ the b
kich thich bai prolactin, Mic di cho dén nay khong c6 méi lién hé rd ring trun;_, vige sir
dung tlluoc chéng loan than di dwoc chimg mmh trong cic nghién ciru lam sang va dich &
hoc, vin cin thin trong & nhithg bénh nhén ¢6 tién sir bénh lién quan. SIZODON nén duge
str dung thin trong & nhimg bénh nhin tién sir tang prolactin mau v & nhimg bénh nhin c6
khdi u phy thuge prolactin,
QT keéo dai
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]{al hiém truémg hop QT kéo dai duge ghi nhin. Cling nhu cée lhuoc chong loan thin khac,
can thin trong khi chi dinh risperidon nhimg bénh nhin da ¢6 tién sir bénh tim mach, tién sir
gia dinh ¢6 khoang QT kéo dai, cham nhip tim, hofc réi loan dién gidi (hg kali mdu, ting
magnesi mau), vi nd ¢6 thé lam téng nguy co tac dung gdy roi logn nhip tim, vi sir dyng déng
théri vai cdce loai thube duge biét dén dé kéo dai khoang QT.

Dong kinh )

SIZODON nén duge sir dung thin trong & nhitmg bénh nhan co tien sir dgng kinh hodc cic
tinh trang khdc ¢6 tiém nang co giat.

Chimg cuong dirong vt

Chimg cwrong duong vt ¢6 thé xay ra khi diéu i vai SIZODON do tic dung chan alpha-
adrenergic. "

Diéu chinh nhiét do cothe ) )
Cic logi thude chong loan than ¢6 kha nang 1am roi loan kha ning giam thin nhiét cia co the,
Cin chim séc hop 1y cho bénh nhin duge dicu trj voi SIZODON ¢6 kha nidng gap phai tinh (

7

trang tang thin nhigt, vi dy: tp the duc nfing, tiép xuc vdi nhigt d§ cue cao, duge dicu tr P
dong thii voi thude ¢6 hoat tinh khing acetylcholin, hode dang chiu mat nude. / /
Chéng ndn '

Mot téc dung cimm_ ndn di duge bao cdo trong cde nghién ciru tién lam sang véi risperidon.

Néu tic dung nity xiy ra voi nguoi c6 thé che lip dau higu va triéu chimg qua lidu cla cédc

thubc dang ding hofic tinh trang tdc nghén hé tiéu hoa, hoi chimg Reve va u nio.

Suy gan va suy than . . ) ) )

Bénh nhdn suy thin ¢6 kha nang thai trir phan thuoe ¢6 hogt tinh chong logn than thap hon

nhimg ngudi ¢6 chire nang thin binh thudmg. O bénh nhin suy gan nong d§ risperidon ty do

trong huyét trong ting.

Huyét khoi tinh mach (VTE)

Cac trudmg hop thuyén tic Imycl khm tinh mach (VTE) di duge bdo cdo voi cde thude LIan

loan thin. Bénh nhin dugc dicu tr h"mu l!lum chnng Joan thin thué115 xuit hién véi cic yéu

1o nguy co huyét khéi tinh mach, tit ca cac ycu 1o nguy ¢o 6 thé gdy huyét khéi tinh mach

can dl.r(,r-. Xéc dinh trude vi trong khi diéu trj véi SIZODON va cin thue hién bién phap
phon;, ngira,

Hi chimg m:.m mong nﬁt trong ghdu thudt (IF18)

Hgi ;,Ium;__ mém lﬂﬁll_l; mit trong phau thudit da dwoe ghi nhan khi phau thudt dyc thiy tinh
thé & bénh nhan diéu tr véi cac thude o hoat tinh déi vin alphal -adrencrgic bao gom
risperidon, hii Llllmb néy co thé lam ling nguy co blén chimg trén mat trong va sau khi plmu
thudt. Béc s9 phiu thuat can duge biét 1o cie thude doi van alpha |-£ld1'cnl::1']=|c ding déng
théri hode da ding trude dé trude khi tién hanh phiu thudt. Lei ich tiém ﬁn cla vige ngimg
ding chit (e ¢hé alpha | trude khi phau thudt duc thiy tinh thé chua o va ciin dwge danh gia
v nguy co khi ngung diéu tri thude chéng loan thén.

Tre em .

Trudre khi ké toa cho dira ré hode thanh thiéu nién mac chimg rdi loan hinh vi, cin danh gia
ditv di vé thé chit va nguyén nhan xi héi cda hanh vi hung hing nhir dau hode nhu cdu mai
truomg khang phit hop.

Téc dung an thin clia risperidon cin duge theo dai chiit ch€ & tré em vi ¢0 thé anh hudmg kha
ning hoc tdp. Su thay d6i trong thoi gian ding thude risperidon c6 thé cai thién cic téc dg)m..
an thin lén sy tap trung cua tré em v thanh thidu nién.

Risperidon ¢o lién quan véi s gia ting trong lugng co 1he vi chi sb trong lugng co thé
{BMI). Khuy—en khich do trong lugng ban dau trude khi diéu tri va theo doi cin _niing thudmg
xuyén. Nhimg thay déi vé chiéu cao trong céc nghién ciru mé rong kéo dai déu nam trong




https://trungtamthuoc.com/

tiéu chuin phit hop v tudi dur ku.n Anh hudmg cla viée didu 1 risperidon dai han lén sy
trrdng thinh sinh dyc va phat trién chiéu cao chua duge nghién clru diy du.

Vi ting prolactin trong mdu ldu dai lu:m an nguy co anh hudng dén sy l"ing lruomg va lnmnb
thinlh sinh duc & ré em v thanh thiéu nién, can xem xét dénh g g:é lam sang tinh trang noi tiét
thuomg xuyén, bao gém do chiéu cao, cin ning, su trudomg thanh sinh duc, theo ddi kinh
nguyét, va cac anh hudmg khac lién quan dén prolactin.

Trong théd gian diéu tri véi risperidon cin thudmg xuyén kiém tra ¢ic triéu chimg ngoai thép
vi ¢l 1oi loan vin dong khdc.

T4 durge o o

Céc vién nén bao phim chira lactose. Nhimg bénh nhan ¢6 van de di truyen hiem gap khong
dung nap galactose, thidu Lapp lactase hodc kém hdp thu glucose-galactose khéng nén ding
thude nay.

7. Sirdung thudc cho phy nir ¢6 thai vi cho con bi {{( s
Sinh sian, mang thai va cho con hi / /
Mang thai

Chura ¢6 du dir ligu cho vige sir dung risperidon & phu nir mang thai. Risperidon khing gay
quii thai trong nghién ctru & dong vt nhung ghi nhédn cic doc tinh trén hé sinh duc. Chua o
nhimg nguy co tiém &n dadi véi con ngudi.

Tré so sinh tiép xic voi thude chéng Iuan thin (bao gom EIIOI)O\I) trong quy thir ba cua
thai k¥ vi khodng théi gian sau sinh, ¢ nguy co giip phan img khéng mong muon bao gbm
ngoai thiap vi'hodc hdi chimg cai thuée mi c6 thé rér nidng. Ghi nhin cde triimg hop kich
dong, ting truong luc co, giam truong lue, run, budn ngi, suy hd hip, hodc chin in. Do do.
cin theo doi tré sor sinh can than.

Khéng nén sir dung SIZODON trong khi mang thai trir khi thit sy céin thiét. Néu cén ngumg
thude trong khi mang thai, khong nén ngung dét ngét.

Cho con b

Trong ciic nghién ciru & dong vit, risperiden vit 9-hydroxy-risperidon duge bai tiét qua sira.
Cuing dd ching minh risperidon va 9-hydroxy-risperidon dugc bai tiét qua sira me & nguoi
vGi lugng nho. Khing cd san dir ligu vé 1ac dung khong mong mudn & tré bt me. Do da,
c¢an can nhic loi ich cua viée cho con bl vdi nhitng ri ro tiém én cho 1ré,

Sinh san

Vi cac thude khie déi khdng thu l.he dopamin D2, SIZODON lam tang prolactm

Tang prolactin mau cd thé (e ché viing dudi d6i GnRI, din dén giam tiét gonadotropin
tuy:.n )cn Didu ndy, ¢6 thé e ché chire nang sinh sin bang cach lam suy yéu steroid sinh
duc & ca bénh nhin nam vi nir.

Chura ghi nhdn cdc anh hmm" cd lién quan trong cdc nghién ciru phi lam sang.

8. Anh hwong cua thude 1én khi ndiing lii xe, viin hanh miy mée

SIZODON ¢ thé c6 anh huémg nhe hoje trung binh trén kha nang ldi xe va sir dyng may
moe do anh hwong lén hé thin kinh va roi loan thi gide. Do d6, bénh nhan duge khuvén
khéng ldi xe hodc van hanh may mée cho dén khi biét anh hudng ciia thude 1én co thé.

9. Twong tic, twong Ky cua thude

Twong tac:

Céde tiromg tac lién guan dicoe lie

Cling nhu cdc thube chong loan than khac, can thin trong Khi ké toa risperidon v cdce san
phim thude kéo dai khoang QT, vi du nhém chéng loan nhip (vi du: quinidin, dywpiramid
procainamid), nhom chéng loan nhip 111 {w du: amiodaron, sotalol), thude chong tram cam ba
vong (vi du: amitriptylin), | thudc chong irdm cam lctracycllc {vi dl,l maprotilin), mt s thude
klmng histamin, thudc chéng loan thin khic, mét s6 thude chdng sdt rét (vi du: quinin vi

-
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mefloquin), vi véi thude edy ra su mél cin bfmg di¢n giai (ha kali huyét, ting magnesi
huyét). nhip tim chiam, hojic nhfrng_lhuéc tre ché sir chuyén héa & gan cia risperidon,

Kha néing SIZODON anh hiecmg dén cde thude khdc

prcndon nén duge sir dung thin trong khi két hop vai cac chét tic (déng trung wong khic.
ding chit ¥ bao gdm rugu, thude phién, thude khéing histamin vi thude benzodiazepin do sy
gia tang nguy co gay ngu.

J' evodopra vé chat chi van dopamin

SIZODON ¢ thm téc dong d6i khing vai levodopa va chit chi vin dnmmm khic. \fcu suf
kéi  hop ndy la cin thidt, diic biét 12 & giai doan cudi bénh Parkinson. chi nén ké dom liéu thap
nhit ¢6 hidu qua.

Céie thude ¢b tde dung ha huyét dp

Bao cdo luu hanh lhum.. cho thiy ¢6 su ha huyét dp déng k¢ trén 1am sing khi st dung dong fL/
thési risperidon va thude didu tri ting huyé ap. / E/{f
Paliperidon

Khong khuyén céo sir_dung ddng thoi nspcrldon duémg udng véi pallpcndun bm vi
pallpcndon li clml chuyén hoa ¢o “hoqt tink cia risperidon vi sy két hop cia hai thude niy co
thé din dén tang ndng dé phin chdng loan thin cia risperidon.

Cie tiromg tac lién quan duge liee

Thire in Lhcm!, anh hudng lén sy hip thu thude, risperidon duge L|ILI:}"I3H héa chi yéu b
CYP2D6 va dan dén giam nong dé bai CYP3A4. Ca risperidon va chilt chuvén héa ¢d hoat
tinh clia no Q-hydmx)-'nspf..ndon déu la chit nén ena P-glycoprotein (Pgp).

Cic chit c6 kha nang lam bién dbi hoat tinh CYP2D6 hojic nhimg chit ¢6 kha nang trc ché
hodic cam (mg C‘{P.-.-M vivhode hoat tinh Pgp, cd thé anh hu-:rmg dén duge dimg hm. cla
phan hoat 1|nh chéng loan thin risperidon.

Cht tre c."te mainth CYP2D6

Sir dung dong thoi risperidon véi mgt chiit (r¢ ché manh CYP2D6 ¢ thé lam tang néng do
risperidon trong huyét trong nhung phiin ¢0 hogt tinh chéng loan l.h'm tang it hom. Lidu chit
tre ché CYP2DG6 cao hon ¢d thé 1am ting néng dé phin hoat tinh LhOI‘lj: loan thin rlspcndon
(nhur paroxetin). Cée chilt ire ché CYP2D6 khde nhu quinidin ¢6 thé anh hwdmg dén nong do
risperidon theo cdch womg nr Khi ding dﬁnb thiri véi paroxetin, quinidin hofic cic chit irc
che CYP2D6 manh khic, ddc biét khi ding licu cao, khi bit diu hodc khi ngimg diéu tr, bic
s§ can phai danh gid ki liéu ding risperidon.

Céc chét tre ehé CYP3A4 vilhode Pep

Sir dung dong thoi risperidon vii mot chiét irc ché manh CYP3A4 vivhodic Pep c6 thé mng
ding ké ndng df phin hoat tinh chéng loan thin risperidon trong hu}fc..t twong. Khi bt diu st
dung hoic khi ngimg |1h01 hop vai itraconazol hojie cic chdt re ché manh CYP3A4 vivhodc
Pgp, bic s§ ¢in danh gid lai lidu risperidon.

Chét edm img CYP3A4 vithodic Pgp

Sur E|I,II'Ij(_ dong thoi risperidon véi mot chit cam tmg manh CYP3A4 vithoic Pap co thé 1am
gidm nong d trong huyét Imm;, cia phin ¢6 hoat tinh chéng loan thin. Khi bit dau sir dung
hog’lc khi ngimg phodi hop véi Ldrbamazep:n hode chit cam (mg manh CYP3A4 va/hoiic Pap
khdc, bic s¥ cin phai danh gia lai liéu risperidon. Chit cam (mg CYP3A4 giy ra dnh hudmg
phy thuge théei gian, c6 thé mdt it nhit 2 tuin sau khi ding thudc d-: dat dén tic dung cao
nhét. Ngwoe lgi, khi ngimg diéu tr, ehdt cam img CYP3A4 ¢6 thé mdt it nhdt 2 tin dé mét di
tie dung. -

Céc thuée tién két manh vii profein

Khi risperidon duge ding dong thoi véi cac thude gin két manh voi protein, kKhong c6 sur
thay the dan; ke lién két uua hai lhuae d6i vai pmlem huyét wrong. Khi két hop diéu tri, cin
xem xét ede théng tin wong img vé cich chuyén hoa v nhfmb diéu chinh liéu phit hgp.
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Tre em

Ciic nghién clru tuong tdc chi duge tién hanh ddi véi ngudi 1om. Cie két qua lién quan tir
nhimg nghién ciru nay déi vdi tré em chua duge biét, Két hop cac thude kich thich thin kinh
(nhu methylphenidat) voi risperidon & tré em va tré vi thanh nién khong lam thay déi duge
ddng hoc v hi¢u qua cia risperidon.

Anh huong cta cic thude khic 1én duoc dong hoe cuia risperidon

Thude khdng sinh:

- Erythromycin, mdt chit (re ché trung binh CYP3A4 va irc ché Pgp. khong lam thay doi
duge dong hoe cia rlspcrndnn va phan hoat tinh chnng, loan thin.

- Rifampicin, mjt chat cam img manh CYP3A4 va cim img Pgp, lam gidm ndng d§ phan
hoat tinh chong loan thin.

Céc chat .fn"mng cholinesterase:

- Donepezil v galantamin, chat nén ctia ¢ CYP2D6 va CYP3A4, khong c6 anh huéng ddng i/(
ké lén duoe dong hoc cta risperidon va phén ¢é hoat tinh ¢hdng loan thin. /&
Thude ding kinh:

- Carbamazepin, mot chit cam img manh CYP3A4 va cam img Pgp, lam giam nong do lrong
huyét tuong phin ¢ hoat tinh chong loan thin cta risperidon. Cic anh hudng twong wr ciing
duge ghi nhin véi phenytoin va phenobarbital-cic chit cam (mg CYP3A4 & gan ciing nhu P-
glycoprotein.

- Topiramat lam giam vira phai sinh kha dung ctia risperidon nhung khong lam gidam sinh kha
dung cua ph‘m hoat tinh chong loan than. Vi vily, tuong tic nay khang dic trumg ldm sang.
Cac thuée k.-'rng nén:

- Ilracunazol mit chét e ché manh CYP3A4 vi tre ché Pap, o liéu 200 mg/ngay lam lang
ndng o phin hoat tinh chong loan than lén khn.m.L_, 70% khi ding risperidon 2-8 mg/ngay.

- Ketoconazol, mot chat irc chc manh CYP3A4 vi i ché Pgp, & licu 200 mg/ngay lam tang
ndng dé risperidon trong huyét twong va lam giam ndng dé 9-hydroxyrisperidon trong huyét
tromg.

Céic thude chong loan h'mn

- Cde phenothiazin ¢6 thé lam tang ndng do risperidon nhimg khong ting nong do phén ¢6
hoat tinh ch-::mb loan thin.

Khang virus:

- Céc chiit tre ché protease: chura ¢6 dir li¢u; tuy nhién, vi ritonavir |2 chit tre ché manh
CYP3A4 va e ché yéu CYP2D6, ritonavir va chal fre ché protease ting cudmg ritonavir
(ritonavir-boosted protease inhibitors) lam ting nmm dd phan hoat tinh chong loan thin
risperidon.

Céc chdt chen beta:

- Mét vai thude che¢n beta co thé lam ting néng dé trong huyét twomg cla risperidon nhimg
khong lam ting nong dé plnn hoat tinh chéng loan thin.

Cie thude ehen Aen."i calcium:

- Verapamil, m@t chét irc ché trung binh CYP3A4 vi (rc ché Pgp, lam tang nong do risperidon
vl phfm ¢d hoat tinh chéug loan than,

Cic thude trén hé ticu hoa:

- Chit d6i khang thy thé Ha: Cimetidin vi ranitidin, (e ché yéu CYP2DG6 va CYP3A4, lam
tang sinh kha dyng cua risperidon nhumg chi ting mét lugng nhu phén ¢ hogt tinh chong
loan lhan

Céc thude chong wram cam SSRI va 3 véng

- Fluoxetin, mgt chit rc ché CYP2D6 manh, lam ting ndng d9 trong huyét twong cuia
risperidon, nong do phén hoat tinh chéng loan thin tang it hom,
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- Paroxetin, mot chét (e ché manh CYP2 D6, lam ting nEmg, d9 risperidon trong huyét tuong
nhung khi duni_ liéu 1én dén 20 mg/ngay, nong do phau hoat tinh chonb loan []mn tang it hon,
Tuy nhién, ding paroxetin & liéu cao hon ¢6 thé ting nong do phan hoat tinh -::hong loan thin
risperidon.

- Khang lram cam 3 vong o thé lam tang nong d risperidon trong huyét tuong nhung khong
lam ting nong dd cia phan hoat tinh chong loan thin, Amitriptylin khong ¢4 dnh hudng dén
durge ddng hoc cua nspcndnn hay phan hoat tinh chong loan thén.

- Sertralin, 1a mét chat ¢ ché yéu CYP2D6, fluvoxamin, la mot chit (rc ché ycu CYP3A4,
khi ding li¢u 1én dén 100 |11,gfnﬂay khong lién quan dén nhimg thay dbi déng ké ndng do
phin hoat tinh chéng loan than clia risperidon trén 1dm sing. Tuy nhién, liéu cao hon 100
mg/ngly sertralin hay fluvoxamin ¢6 thé lam tang néng dé phén hoat tinh chéng loan thin
cia risperidon. { ( ( o
Anh hiecong cua risperidon lén dicoc dong hoc ciia nhiing thude khdc ” o
Thude ding kinh
- Risperidon khéng cé cac anh huéng lién quan trén ldm sang déi véi duge dong hoe cia
valproat hay topiramat.

Thude ching loan thin:

- Aripiprazol, mot chit nén clia CYP2D6 va CYP3A4: risperidon ding dudmg uonL hay
ducmg tiém khong ¢6 anh hudmg 1én duge dong hoc tong ciia aripiprazol va chit chuyén hoa
¢t hoat tinh cia no, dehydroanp:prazo]

Cac digitalis g!ycosid:

- Risperidon khong gay ra cdc anh hudmg lén duge ddng hoc cua digoxin trén lam siang.

Lithi:

- Risperidon khéng gay ra cdc anh hudng 1&n duge dong hoc cta lithi trén lam sing.

Sir dung c."rmg théi risperidon vai fur osemid

Xem muc CANH BAO VA THF-.\ TRONG KHI DUNG THUOC do ting kha ning tir vong
& g cao tudi khi didu tri mét trf nhe dung dom, thén vai furosemid.

Twong ky:

“Do khéng €6 cdc nghién ciri vé tinh wong ky ciia thude. khéng trén lan thude nay voi céc
thuée khdc*

10. Téc dung khéng mong muén ctia thude

Ciéc tde dung khong mong mudn (ADRs) thuimg gip nhét (ty 1&¢ =10%) la: Parkinson, dau
dau va mat m?u

Sau diy la 1at ca cdc tic dung khéng mong muén (ADRs) da duge bio cao trong cac thur
nghiém lam sang va sau khi dua thude ra thi trdmg. Céc didu khoan va tin s6 sau ddy duee
dp dung: rat thuomg gap (=1/10), thuémg gip (=1/100 dén <1/10). it gip (=1/1000 den
<1/100), hiém gip (>1/10.000 dén <1/1000). rit hiém Eﬁp (<1/10.000), va khong duge biét
dén (khong thé duge wde tinh tir dir ligu thir nghiém lim sing c6 sin).

Trong mdi nhém tin s6. tic dung khong mong mudn duge thé hién trong thir ty mic do
ngluen'l trong gidm dén.

Téac dung khong mong muon 1én hé thong co quan va tan sudit

Nghién ciru

Thuomg gap

Tang prolactin méu® tang can
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It gap Kéo dai khoang QT trén dién tam do,
Dién tam db bal thurémg
Tang transaminase
Giam bach cau b st
Tang bach ciu ai toan
Giam hemoglobin
Tang creatin phosphokinase mau
Hiém gip Giam thiin nhiét
Raoi lean tim
Thudme gip Nhip tim nhanh
It gap Block nhi thét, block nhinh, rung tam nhi, chim nhip xoang, ddnh trong

nguc

Rii loan miu vi hé

thiing bach huyét

It gip

Giam bach cau, thi¢u mdu, gidm tidu ciu

Hiem gip Giam bach cdu hat 7

Khong duge biét dén| Mit bach cau hat

Roi loan hé than kinh

Rat pho bien Héi chimg Parkinsonb,dau du

Thudmg gip Chimg pg‘-:‘;i, nim khong yc‘:nb, chéng mit, mnb, Chimg rdi loan truong
lire, Budn ngu, an thin

It gip Khéng dap (g vai cde kich thich, mat y thire, ngat, trim cam, bién ¢o
mach mau ndo, con l|'||i...u mau thodng qua, kho phit dm, géy na‘m dong
ngt lim, chong miit tur thé, rdi loan cin biini_ roi loan vin dqng mudn, 1o
logn l&i ndi, bat thudmg hoat ddng, gidm xic cam. loan vi gide

Hiém gip H¢i chimg an than de tinh, hon mé & bénh nhin ti¢u dudmg, rdi logn

mach mau ndo, thi¢u miu ndo cuc bd, rdi loan cir déng, thit dleu

Roi loan & mat

Thuémg gip Nhin mér

It gap Viém ket mae, sung huyét & mit, ghén mit, sung mit, khé mat, chay
nurde mat, sg dnh sdng

Hiém gip Thi lyre gidam, bong mit ., tang nhin dp

Roi loan tai v mé dao

It gép

| Pau tai, 0 taj

Rai loan hd hip, long ngue, trung thit

Thudmg giip Khé thé, chay mdu cam, ho, nghet miii, dau hong - thanh quan

It gip Thé kho khe, viém phoi hit, tac nghén dong mach phoi. i loan hé hip
tieng ran, tic nghén dudmg hé hap, kho phat am

Hiém gip Hgi chimg ngumg thé khi nga, ting théng khi

RGi loan tiéu hoa '

Thuémg gip Non mura, tiéu chay, tdo bén, buon nén, dau bung. roi loan tiéu héa
khé miéng, dau da day

It gip Khé nuot, viem da day, dai tién khong tr cha, soi phan

11
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Hiém giip

| Téc rudt, viém tuy, simg moi,viém moi

R6i loan thén va tiét niéu

Thuémg géap Chimg dai dam

It géip Bi tidu, tiéu kho, tiéu khdng tir chi, chimg tiéu rat

Rbi loan da va mé dwéi da

Thudmg gip Phdt ban, ban dd

It gap Phii mach, ton thuong da, rdi loan da, ngra, mun, da
bi doi mau, rung toe, viém da tiét ba, da khd, tang simg

Hiém gap Giu

Rdi loan co xuong khép vi ma lién kit

Thudng gap Dau khap, dau lung, dau tot do

It gap Yeéu co, dau co, dau cb, sung khép, ding diéu bat thudmg, té cimg khépl///
dau cor xuomg nguc

Hicm gip Tiéu co vin i

Roi loan ndi tict

Hiém gap

| Chimg bai tiét bit hop 1y hormon chéng bai ni¢u

Rii loan chuyén héa va dinh dwimg

Thutmg gap Tang su thém &n, Giam ngon miéng

It gap Ddi thio dutmg®, biéng dn, udng nhitu, ting duimg huyét, tang
cholesterol mau. ting triglycerid mau

Hiem gap Ha durdme huyeét

Rat hiém gap Nhiém toan ceton ddi thido dudmg

Khong duge biét dén| Nhiem dde & nude

Nhiém triing va nhiém ky sinh tring

Thurdmg gap Viém phoi, bénh cim, viém phé quan, nhiém tring duomg hé hap trén)
nhiém tring dutmg tiét nidu

It gap Viém xoang, nhiém tring do virus, nhiém tring tai, viém amidan, viém
mé t¢ bio, viém tai giira, nhiém tring bong mat, nhiém tring khu tri
viém da do bo ve, nhiém tring dudmg hd hip, viém bang quang, nim
moéng.

Hiém gip Viém tai gitra man tinh

Roi loan mach méiu

It gdp

| Ha huyét ap, ha huyét ap te thé, do bimg mat

Ciie roi loan chung vi tinh trang ding thuic

Thudng gap So6t, mét moi, phii ngoeai vi, suy nhuge, dau ngire

It gip Phi mat, roi logn chuyén dfng, cam gide bat thuimg, cham chap,
bénh giong cim. khdt nude, khé chiu & ngue, én lanh

Hiém gap Phi todm than, ha thin nhiét, héi chimg cai thude, lanh ngogi vi

Rii loan hé thong mién dich

It gap Qué man

Hiém gap Quéd man do thude

Khong duge biét dén| Phan img phan vé

Rii loan ean mit

Hiém gip | Vang da
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Thiri ki mang thai, & cir vii chu ky sinh

Khong duge biét dénl Hi chimg cai thude & tré so sinh

Rai loan hé thing sinh sin vi newe

It gdp Vo kinh, roi logn chirc niing tinh dye, r6i loan chire ning cuong dwong
xudt tinh, tiét nhiéu sia, nit hoa tuyén i, rdi loan kinh nguyét, tiét dlch
am dao

Khong duge bict dén| Chimg cuong duong vit
R&i logn tim thin

Rt phd bién Mat ngn
Thudng gap Lo du, kich dong, roi loan gidc ngi
It géip Trang thai 4 lan, hung cam, gigm ham muon, ther o, ciing thing

Hiém gip Khong dat duge khodi cam, roi loan ¢am xic

R'Ch;'m;:; tang prolactin trong méu trong mdt 50 trudmg hop c6 thé dan dén nir héa wyén vi, //ﬁ@
roi loan kinh nguvét, vo kinh, tiét sia. '

b Réi loan ngoai thap cd thé xay ra: Parkinson (tang tiét nude bot, i.tmg co xuong khop,
Parkinson, chay nwdc miéng, co gidt, van djng chidm, giam chirc nang vin dong, mit bicu
cam trén khudn mat, cén;_. ¢o, chimg mat vin ddng, ctmg,\ géy cimg co, dang di Parkmson vil
phin xa giira hai long may bit Ihm‘ﬁrnf,) chimg nim, ngoi I\Iaon_s;, yén (ndm, ngdi khdng yén,
bén chon, ting dong, va hii LIIUTib chiin khéng nhl'n] run, roi loan viin dong {ml loan vin
déng, co ;_.115[ co, chimg mta gidt, chimg miia vom, vi gidt rung o), roi loan truemg lye.
Chl.mg roi loan truong lue bao f,&m roi logn truomg lie, co thit co, tang truong lye co. Gt veo
<0, co 1ha1 oo b.np khéng ty chu, co cimg co, Lht'rn5 co thit mi, van nhiin, ludi € liét, co thit
mit. co thit thanh quan, lean lye co, thé ngudi uon cong, ¢o thit hiiu hong, than co cimg bén,
It co thit, v cimg ham. Chimg run bao gbm run vi run Parkinson lac ng,lu C.m luu ¥ ring
mét chudi triéu chimg kém theo bao },om ma khong nhit thiét phai do nguon gde ngoai thap.
¢ Trong céc thir nghi¢m kiém sodt gia duge, dai thio dudmg da duge bio cdo \'ﬂfl ti Ig D.18%
& nhém diéu tr risperidon so v ID 11% & nhom ding gia duge. Ty 1€ chung ti 1t cd cde thir
nghiém lam sang la 0.43% trong tit ¢4 cic doi tugng duge didu ui vai risperidon.
Téc ding nham
Cling nhu véi cic thude chong loan thin khic, rit hiém gap truong hop QT kéo dai duge bdo
¢io sau khi thude risperidon dua ra th truimg. Tée ddng khdc lién quan dén tim duge bio cdo
vori cde thunc chéng loan thian gay kéo dai khoang QT bao gom loan nhip thit. rung that, nhip
nhanh thét, dot tr, nglmg tim va xodin dinh,
Huyér khoi tinh mach
Cac ruimg Ilqp thuyén tic huyét khéi tinh mach, ké ca truomg hgp thuyén tic ]‘:hm Vil gie
trudmg hop huyét khéi tinh mach siu. dii duge bio cdo véi cic thude chéng logn thin (tén so
khong rd).
Teing cdn
Ty 1& bénh nhan trudmg thanh bi tdm thin phan ligt khi ding SIZODON so v6i gia duge, tiéu
chi danh gid tang cin = 7% trong qumg cor thé duge so sanh trong mot khoang 6 dén 8 twin,
théng qua cde thir nghiém kiém sodt gia duge, cho thiy mot 1y 1& tang ean cao hon ¢d ¥ n!,hla
lhong ké & nhom sir dung SIZODON (18%) so vai gia duge (9%). Trong mit nghién ciru
kiém soat gn duge 3 twian & bénh nhén ngm‘n lém v&i hung cam cép tinh, t¥ 1§ 1ang can > 7%
tai diém cudi so véi SIZODON (2.5%) va nhom gia duge (2,4%), va hoi cao & nhém nghién
ciru (3.3%), - :
O tré em va thanh thiéu nién cé roi loan hinh vi vi thai dg, trong cic nghién ciru dii han,
trong lueng tang trung binh 7.3 kg sau 12 thang diéu trj. Vige dat duge trong lugng mong doi
13
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cho tré em binh thudng tir 5-12 i i 3-5 kg mdi nam. Tir 12-16 twdi, bién 46 ndy dat duge
3-5 kg moi nam duy tri cho bé gdi, trong khi bé trai gan 5 kg méi nam,

Thong tin thém trén ede dbi wrong die biét

Cic tdc dyng khdng mong muén cia thude duge bio cdo vai 1y 1¢ cao hom & nhimg bénh
nhan cao tudi bi mat trf nhé hode bénh nhan nhi so vai ngudi 1m duge md ta dudi ddy:

Béni nhan cao (i Vi bénh mdr tri nhd

Con thiéu mau |I1ozm;§ qua vd bién ¢6 mach médu nio duge bio cdo ADRs trong céc thir
nglnw1 1am sang véi thn sudt twong (mg 1 1.4% va 1.5% & nhtrn;, bénh nhan cao wdi b mdt
tri nhd. Ngodi ra, cac ADRs sau day da dllg)'c bio ¢ho voi tan sual > 5% & nhimg bénh nhén
cao tudi bj mat tri nhé vé ¢6 it nhit hai 1an 1dn sudt nhin thy & ngudi 1ém: nhiém tring dwing /{(’
tiét ni¢u. phit ngoai vi, thir o, vi ho. / k
Tréem /
Noi chung, cde phan (mg bét loi o tré em du kién s¢ twong e nhu déi voi nguoi lan.

Céde ADRs da duge bio cio voi tan sudt > 5% o bénh nhan nhi (5-17 tdi) vi it nhdt hai lin
tén sudt duge quan sl thiy trong ede thir nghi¢m lam sing & ngudi lim: ngl ga Mudn n;,u
mét méi, nhite ddu, ting sur thém din, ndn mira, nhtf'm trimg dudmg hd hip trén, nghet miii,
dau bung, chong mit, ho, sol, run, tiéu chay, ddi dim.

Anh hudmg clia viée didu 1 risperidon liau dai trén sy trudmg thanh tinh due vi chidu cao
chua duge nghién et ddy di.

11, Quad liéu v cich xib tri

Triéu chirng

Théng thwémg. cae ddu hiéu vi triéu chimg qua 1L-.u dugie bao cdo i sy lﬁn;: qué mire cic tac
dung duge ¥ cia risperidon. Cice trigu chimg bao gom budn ngi. mé moi, nhip tim nhanh vi
ha huyét dp, trigu chimg ngoai thip,

Khi qud lieu, ghi nhin tinh trang khoang QT kéo dai vi co gidt. Xofm dinh ciing duge ghi
nhin khi két Iu;lp qud liéu risperidon va paroxetin. Trong qua licu céip, cin xem xét kha ning
cua cée thude két hop.

Diéu i
Gilr dudmg tho thong thodng, dam bao di oxy vi thong khi. Rira dg day (sau khi ddt ngi khi y
quin, néu bénh nhan bit tinh) va vige 4.Iu|u, than hoat eing véi thube nhuin trang chi nén ¥

duge sir dyng khi ding thude it hon mét git. Theo déi tim mach va dién tam dd lién tue dé
phdt hién kip thoi tinh trang loan nhip.

Khéng cb thude gidi dje dac hi¢u SIZODON. Do dé, nén sir dyung cdc bidn phip hd trg thich
hop. Ha huyét ap va truy tuin hoan nén duge didu trj bing cdc bién phap thich hop nhw
truyén dich tinh mach vivhoiic ding thube cwdng gino cam. Trong wuémg hop cie widu chimg
ngogi thap nang. nén ding mét thude khang acetylcholin, Theo déi v gidm st vide didu tri
chiit ¢hé cho dén khi bénh nhin hoi phuc.

12. Bic tinh dwge lue

Nhom duoc 1y: thude chéng loan thin khic, ma ATC: NOSAX0S

Cuor ché e dung

Risperidon 1a mdt chdt déi thmg chon loe monoaminergic. Risperidon ¢o i lue cao véi thy
thé serotonin HT: v thy thé dopamin Ds. Risperidon ciing gin véi ede thu thé alphal-
adrenergic, va i lye thap hon voi thu thé histamin H, va cic thu thé alpha2-adrenergic.
Risperidon khdng <6 di lire vai thy thé cholinergic.

Mac di, risperidon 1a m@t chiit déi khang Ds manh. cai thién ede trigu chimg duong tinh cua
tim thin phan li¢t, it gdy giam vin dong vi gdy chimg giir nguyén tr thé hom thude chéng
loan thén c6 dién. Can bing d6i khang serotonin va dopamin trung wong ¢6 thé lam giam téc
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dung phu ngeai thap va md rong cae hoat dong didu tri cdc ridu chimg am tinh v trigu
chimg nhén thire ciia tam thin phan ligt,

13. Pic tinh duoe ding

SIZODON vién phin tan va dung dich udng la tuomg duong sinh hoe véi SIZODON vién nén
bao phim.

Rispllridon duge chuyén héa thanh 9-hydroxy-risperidon ¢6 hogt tinh duge 1 twong e nhur
nspcndcm

Hiip thu

Risperidon dugc hap thu hoan toan sau khi uong nong d dinh trong huyét wong dat duge
trong vong | — 2 git. Sinh khi dung tuyét d6i dwdmg udng cia risperidon 1a 70% (CV =

25%), Sinh kha dl,mg tuong dbi dudmg udng etia mat vién r:spcn-:lun 1a 94% (CV = 10%) so

véi dang dung dich. Sy hap thu khong bj anh hudng bai thirc dn va do do rl'iericlon ch thé
dugc uong khi doi hoae khi no. Trgng thai on dinh cia risperidon dat duge trong vong | ngiy
i hau hét cac bénh nhan. Dé dn dinh cia 9-hydroxy-risperidon dat durgre trong vong 4-3 ngay
diing thuée.

Phin bo

Risperidon duge phan bé nhanh chéng. Thé tich phan bd la1-2 ng, Trong huy-:t twemg,
risperidon gin véi albumin v g,lympmtmn alphal-acid. Sy gan két véi protein huyét wrong
cua risperidon [ 90%, cua 9-hydroxy-risperidon 1a 77%.

Chuyén héa va thai trit

Risperidon duge chuyén hoéa boi CYP 2D6 thanh 9-hydroxy-risperidon ¢d hoat tinh duge 19
tueng e nhr risperidon. Rlspendnn vi 9-hydroxy-risperidon 1a thinh phén hoat tinh ch{inL
loan thin., Enzym CYP 216 14 ¢ nhiéu dang. Dang enzym CYP2D6 manh chuym hoa nhanh
chong risperidon thinh 9- hydroxy-nspcr:donc. trong khi dang enzym CYP2D6 véu chuyén
ddi nspcndun cham hon rit nhidu. Mic di enzym chuyén héa manh cho néng dg rﬂpmdun
thip hon vi néng dé 9-hydroxy-risperidon cao hon enzym chuyén hoa yéu, nhing duge dong
hoe clia nspcndc-n v 9-hydroxy-r|spcr|dm| khi két hop (vi dy, cie phan hoat tinh chonn loan
thin), sau khi ding liéu don va da licu 1 wong tyr nhau gitra hai enzym CYP 2D6 chuyén héa
manh va yéu.

Mot dudmg chuyén héa khdc cia risperidon la N- dealkylation. Trong cée nghién ciru in vitro
& microsomes gan ngudi cho thdy risperidon & nong do diéu trj khong ire cht. ding ké su trao
doi chiit ciia cée loai thude chuyén héa bai isozym cytochrom P450, bao },om CYP 1A2, CYP
2A6, CYP 2C8/ 910, CYP 2D6, CYP 2E1, CYP 3A4, va CYP 3AS5. Mt wén sau khi uunn
70% lidu ding duge bai tiét trong nude tiéu va 14% !.mng, phin. Trong nude tu.u, risperidon
v 9-hydroxy-risperidon chiém 335-45% liéu ding. Phén con lai 1a cde chit Lllu}cn héa khong
hoat tinh. Sau khi cho bénh nhan tam thin udng, risperidon duge dio thi voi thoi gian ban
thai khoang 3 gio. Thoi gian ban thai cia 9-hydroxy-risperidon va cic phén hoat tinh chng
loan than 124 gid.

D tuvén tinh/phi tuyén tinh o

Nong d6 risperidon trong huwét trong ti 18 thudn trong khoang lidu diéu tri.

Negurdi l6m tudi. bénh nhin suy gan v suy thin

Mt nghién ciru lidu don cho thay & nbum gia, nong do chit ¢o hoat tinh cllonb loan thin cao
hom 43% nong do trung binh, théi gian ban thai dai hon 38% vi giam dd thanh thai cia chdt
¢é hoat tinh chéng loan thén giam 30%. Bénh nhén suy thén, nong dg chét ¢6 hoat tinh chong
loan Ihan trong hum:l twrong cao hon va d§ thanh thai clia phan thuée clmnﬂ logn thin glam
60%. Non; do rlbpcrldun trong huyét twomg binh thuéng & bénh nhin suy gan, nhumg nong
d¢ trung binh risperidon tyr do trong huyét tiromg di ting le'mg 35%.

Tre em
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Duoc dong hoc cua risperidon, 9-hydroxyrisperidon va phén chit c6 hoat tinh chong loan than
O tré em tuong tu nhu ¢ nguoi lém. :

Gidi tinh, ching téc va théi quen hit thude

Mot phén tich duoc dong dan s6 cho thdy khéng c¢é anh huong rd rang cia gidi tinh, ching
toc hay hut thudc 14 trén duoc doéng hoc cua risperidon hodc phé‘in chdt ¢6 hoat tinh chéng

loan than.

14. Quy cich déng gbi: Hop 5 vi xé x 10 vién. i
15. Pidu kién bio quan, han ding, tiéu chuin chit lrgng ciia thude (({
Piéu kién bao quan: Bao quan dudi 30°C. Trong bao bi gdc, tranh anh sang //

Han dung cia thuf'gc: 24 thang ké tir ngay san xuat.

Khéng sir dung thudc khi dd qua han dung cia thuoc in trén bao bi

Tiéu chuan chat lwgng: USP

16. Tén, dia chi co s& sin xuét thude

SUN PHARMACEUTICAL INDUSTRIES LTD.

Survey No. 214, Plot No. 20, G.I. A, Phase II, Piparia, Silvassa — 396 230, U.T. of Dadra &

Nagar Haveli, An Dé.
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