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RISPERDAL®

Thudc nay chi dung theo don ciia béc si.
Poc ky hwong din sir dung trwée khi ding.
Néu cAn thém théng tin, xin héi y kién béc s.

THANH PHAN

Dang vién nén bao phim diing dudng uéng chira 1 mg hoac 2 mg risperidon.

Ta duoc:

- Phan I6i: Lactose monohydrat, tinh bdt ngd, cellulose vi tinh thé, hypromellose 2910 15
mPa.s, Magnesi stearat, silic dang keo khan, natri lauryl sulphat.

- Vo bao phim: Hypromello 2910 5 mPa.s, Propylen glycol.

Vién nén 2 mg cé thém talc, titane dioxid va phém mau vang cam S-nhém.

Dang bao ché

Vién bao phim dung dé udng;

- Vién risperidon 1 mg hinh chir nhat thuén, mau tring cé ranh chia lam hai nira;

- Vién risperidon 2 mg hinh chir nhat thudén, mau cam c¢ ranh chia lam hai ntra.

CHI PINH

RISPERDAL® dugc chi dinh didu tri bénh tim thin phan liét.

RISPERDAL® ciing duge chi dinh diéu tri cac dot hung cam cép hodc hdn hop lién quan
dén r6i loan ludng cuc I (theo tiéu chudn chan doin DSM - V). 3{‘-/
RISPERDAL® duoc chi dinh diéu tri ngén han triéu chimg (1én t6i 6 tuan) cac hanh vi gay
han trudng dién trong rdi loan cu xur & tré nho tir 5 tudi va thanh thiéu nién” bi thiéu ning tri
tué hodc chdm phat trién tri tué theo tiéu chuan chan doan DSM - IV & nhimg ngudi gy héan
dit doi hodc nhiing hanh vi dap pha khac yéu ciu diéu tri duoc ly. Diéu tr{ dugc 1y nén la
mdt phan khong thé thiéu cia mot chuong trinh diéu tri toan dién hon, bao gém can thiép
tdm 1y xa hoi va gido duc. Risperidon duogc khuyén céo ké toa boi chuyén gia than kinh tre
em va chuyén gia tdm thin cho thanh thiéu nién va tré em hodc nhimg thiy thudc c6 kinh
nghiém trong diéu tri réi loan cu x{r & tré em va thanh thiéu nién.

* D6i véi tré em va thanh thiéu nién dudi 50 kg, vién nén bao phim 1 mg va 2 mg dang heu hanh trén thi
truong khéng phit hop véi diéu tri khoi ddu va chinh liéu.

RISPERDAL® duoc chi dinh dé didu tri tinh d& bi kich thich lién quan téi ching tu ky, bao

gdm céc triéu chirng gdy han véi ngudi khic, chi tim gay thuong tich, con thich nd gian dir
v thay ddi tinh khi tht thuong.
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LIEU DUNG VA CACH DUNG

RISPERDAL® ¢6 & dang vién nén ding dwong udng.

Bénh tim thin phin ligt

Chuyén tir cdc thudc chdong loan thin khéc

Khi diéu kién tri liéu thich hgp, nén ngimng dén din sy didu tri trudc d6 trong khi bit dau
diéu tri bing RISPERDAL® theo khuyén cdo. Ciing nhu viy, trong diéu kién tri liéu thich
hop khi chuyén bénh nhin dang dung cdc thude chéng loan thin c6 tic dung chédm sang
RISPERDALS, thi nén bit ddu dang RISPERDAL® thay cho lan tiém tiép theo. Nhu cdu cho
viée tiép tuc ding nhiing thude chdng Parkinson nén duoc danh gia lai dinh ky.

Ngieoi lon

RISPERDALF c6 thé duoc ding mdt 1an hodce 2 1dn mBi ngay.

Bénh nhan nén khoi ddu vai RISPERDAL® véi lidu 2 mg/ngay. Nén tang lidu 1én 4 mg vao
ngay thu hai va ¢6 thé duy tri diéu tri bing lidu nay, hoac liéu duy tri ¢4 thé thay ddi tuy theo
timg ngudi bénh néu cin. Hau hét bénh nhan s& dap tmg tét vai liéu tir 4 mg dén 6 mg mdi
ngay. O mét s bénh nhén, giai doan chinh liéu chdm hon va lidu khai dau, lidu duy tei thap
hon ¢6 thé phi hop.

Lidu trén 10 mg/ngdy khong thdy ¢6 hidu qua cao hon so véi nhitng liéu thap hon va ¢ thé
gdy ra nhitng triéu chirng ngoai thap. Vi dd an toan cua lidu trén 16 mg/ngdy chua dugc dénh
gi4, do d6 khong nén ding liéu cao hon miic nay.

Bezodiazepin ¢6 thé duoc phbi hop thém véi RISPERDAL® néu cin co thém tic dung an
thén,

Din 5o diic bigt

Nguedi [6n tudi (65 tudi tré 1én) P%
Liéu khai diu nén dung 12 0,5 mg x 2 lan/ngdy. Liéu ndy cé thé didu chinh ting thém 0,5 pg
x 2 lan/ngay tly theo ting bénh nhan cho dén liéu 1- 2 mg x 2 lAn/ngay.

Thanh thiéu nién

Liéu khoi ddu nén dung 12 0,5 mg mdi ngay lidu duy nhét vao budi sing hoic budi t6i. Néu
can thiét, liéu nay c6 thé duoc diéu chinh ting thém 0,5 hoiic 1 mg/ngay trong khéng dudi
24 gid, nu dung nap duoc, cho dén liéu khuyén cdo 3 mg/ngdy. Lidu hiéu qua da dugc
chiing minh trong khoang 1 mg dén 6 mg/ngay. Liéu cao hon 6 mg/ngay chua duogc nghién
clru.

Nhimg bénh nhin budn ngh trudng didn 6 thé ¢6 loi khi ding nia lidu hang ngay, ding 2
lan/ngay.

Chua cé kinh nghiém vé diéu tri tim thén phan liét & tré em dudi 13 tudi.

Hung cim do réi loan ledng cuc

Ngweoi lon

RISPERDAL® nén durge udng 1 14n trong ngay, khoi dau vi lidu 2 hodic 3 mg. Néu cin ting
liu, nén duge thue hién khong dudi 24 gidr va ting | mg/ngay. Hitu qua cta thude duoc ghi
nhén trong khoang liéu dao ddng tir 1- 6 mg/ngay.
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Giéng nhur tit ca cic bién phap diéu tri triéu chimg, viée su dung lién tuc RISPERDAL® phai
duoc dénh gia va diéu chinh dua trén co s& tién trién bénh.

Tré em va thanh thiéu nién

Liéu khoi ddu nén ding 1a 0,5 mg/mdi ngdy vao budi sang hodc budi tbi. Néu cén thiét, lidu
niy co thé duge didu chinh ting thém 0,5 hodc 1 mg/ngay trong khodng khéng dudi 24 gio,
néu dung nap duoc, cho dén lidu khuyén cao 2,5 mg/ngay. Liéu hiéu qua di dugc chung
minh trong khoang 0,5 mg dén 6 mg/ngay. Liéu cao hon 6 mg/ngady chua duoce nghién ciu.
Nhitng bénh nhin budn ngu trudng dién ¢é thé ¢6 loi khi ding nira lidu hang ngay, diing 2
lan/ngay.

Gibng nhu tht ca cac bién phap didu tri triéu chimg, viée sir dung tiép tuc RISPERDAL® phai
dugce danh gid va didu chinh dua trén co sé tién trién bénh.

Khéng ¢d kinh nghiém didu tri hung cam do rbi loan ludng cuc & tré em dudi 10 tudi.

Réi loan cu xik ¢ tré em tie 5 tudi va thanh thiéu nién

V&i bénh nhin > 50 kg: Nén khoi déu véi lidu 0,5 mg mdt lan mSi ngay. Khi cn, tiy bénh
nhin ¢6 thé ting thém 0,5 mg/ngay nhung khéng chinh liéu som hom 48 gid, Liéu tbi u & da
s6 bénh nhan 12 1 mg mdt [An mdi ngay. Tuy nhién, & mot s bénh nhin ¢6 thé chi ¢in 0,5
mg mdt 14n mdi npay trong khi médt sb khéc cin dén 1,5 mg mét ldn mdi ngay.

Vi bénh nhin < 50 kg: Vién nén bao phim ! mg va 2 mg dang fuu hanh khéng phu hop voi
diéu trj ban dau va chinh liéu.

Gidng nhu tit ca céc lidu phdp diéu tri triéu chiing, viéc sir dung lién tuc RISPERDAL" phai
dwoc dinh gia va diéu chinh dya trén dién tién bénh.

Chua ¢6 kinh nghiém ding thubc nay cho tré dudi 5 tudi.

Tinh dé bi kich thich lién quan (Gi chikng tie ky

Tré em & thanh thidu nién _Fq:\‘,“-'/'

Vién nén bao phim Img va 2 mg dang lwu hanh khéng phi hop véi éié'lﬂ/tri khai ddu va
chinh lidu ddi v4i bénh nhin < 20 kg.

Lidu ding RISPERDAL® phai duge ké toa cu thé theo nhu cdu va dp tng didu tri cua ting
bénh nhin.

Nén khai lidu 0,5 mg/ngay cho bénh nhén ¢6 ¢in ning > 20 kg.

Vao ngay diéu tri thir 4 c6 thé ting liéu thém 0,5 mg cho bénh nhan > 20 kg, Liéu nay nén
duoc duy tri va sy dap img nén duge danh gia vao khoang ngay [4. Chi xem xét ting thém
liéu didu tri & nhimng bénh nhan khdng dat duge ddp tng 1dm sang ddy da. Sy ting lidu co
thé thuc hién m&i > 2 tudn & mic 0,5mg cho bénh nhdn niing > 20 kg.

Trong c4c nghién ctu [dm sang, tong lidu dung téi da trong ngay khéng vuot qua [,5mg &
bénh nhan nidng < 20 kg; 2,5 mg & bénh nhén ning > 20 kg; hay 3,5 mg & bénh nhén ning >
45 kg. Lidu dudi 0,25 mg/ngay khéng cho thiy ¢ hiéu qua trong cdc nghién ciru [dm sang.
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LiZu ciia RISPERDAL” cho bénh nhan nhi ¢6 rbi loan ty ky (tong liéu mg/ngay)

Murc dd ting liéu néu

Canndng  Noay 13 Neay4— 14+ cin thiét Khoang lidu
>20 kg 0,5 mg 1,0 mg +0,5 mg 1,0 mg - 2,5 mg*

mdi = 2 tuan

* Bénh nhin nhi ndng > 45kg ¢ thé ¢in liéu cao han; licu t6i da duge nghién clru 14 3,5 mg/ngdy.

RISPERDAL® ¢6 thé udng mét [dn hodc hai lan mdi ngay.

V6i nhitng bénh nhén nhi bj budn ngy, ¢d thé chuyén céch ding tir 1 1dn m&i ngay sang 1 lan
mdi ngdy udng trude khi ngi hay 2 1an/ ngay.

Mt khi ddp Gng 1am sing da dat duoc va duy tri, ¢ thé xem xét dé giam dan lidu nhdm dat
duoc su can bang toi uu gilta hidu qua va su an toan.

Chura ¢ kinh nghiém sir dung & tré em nho hon 5 tudi.

Suy gan va suy thin

Bénh nhan suy thdn ¢6 suy giam dé thanh thai phin thubc cé hoat tinh chéng loan thin so
v&i ngudi 16n binh thudng. G bénh nhén cé suy giam chire ning gan, ndng do risperidon tu
do trong huyét twong gia ting.

Bit ké véi chi dinh nao, viée khéi liéu va tiép tuc ding thude phai duge giam di mot nua, va
qué trinh chinh liéu phai chdm hon & nhiing bénh nhan cé suy gan ho#c suy than.
RISPERDAL® phai duoc ddng mot cach thin trong & nhiing nhém bénh nhan nay.

CHONG CHi PINH
RISPERDAL® dugc chdng chi dinh dbi véi nhiing bénh nhan da biét qua mén vai thude.

CANH BAO VA THAN TRONG
Bénh nhiin lon tudi cd sa sdt tri tué ;
Ti lé tw vong chung o

Bénh nhén 16n tudi ¢6 sa sut trf tué dwoc didu tri v6i thude chéng loa’ﬁ}lﬁﬁ khéng dién hinh
cd gia tang ti 1¢ tir vong so v&i gia duoe theo phan tich gdp 17 thir nghiém ldm sang cé dbi
ching cia céc thudc chdng loan thin khong dién hinh bao gdm ca RISPERDAL®. O cac
nghién cau RISPERDAL® ¢6 d6i ching vai gia duoc, ti 18 tir vong 12 4,0% & nhém diéu tri
RISPERDAL®, so véi 3,1% & nhom didu tri voi gia duoc. Khoang tudi trung binh ctia nhiing
bénh nhéan tir vong la 86 tudi (khoang 67-100 tudi).

Diing cing lic véi Furosemid

Trong céc nghién ctu RISPERDAL® so sdnh véi gia duge & nguoi 16m tudi cé sa sit tri té,
nhimg bénh nhan duge didu tr véi furosemid va risperidon ¢6 ti 1& tir vong cao hon (7,3%;
tudi trung binh 89 tudi, khoang tubi 75-97) so véi didu tri risperidon don thuin (3,1%; tudi
trung binh 84, khoang tudi 70-96) hay diing furosemid don thun (4,1%; (udi trung binh 80,
khoang tudi 67-90). Su gia ting ti 1& tir vong & bénh nhan duoc didu tri bing furosemid kém
risperidon duge ghi nhin ¢ 2 trong 4 thi nghiém ldm sang.
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Khéng co co ché sinh bénh hoc nao duge x4c dinh dé gidi thich phat hién ndy va khong co
nguyén nhédn gy chét duoc ghi nhan. Tuy nhién, nén thén trong va can nhéc gifta nguy co va
lgi ich cua sy phbi hop thube niy trude khi quyét dinh sit dung. Khéng 6 su gia ting ti 1§ tir
vong & nhitng bénh nhan dang ding nhing thude loi tiéu khac phdi hop véi risperidon, Bit
ké vide didu tri nhw thé nao, sy mit nude la mdt yéu td nguy co gdy tir vong va vi thé cin
phai tranh mit nudc mét cich can than & nhimg bénh nhan ém tudi kém sa sat tri tué.

Bien co ngoai v én mach mau ndo (CAE)

Trong nhiing thir nghiém so sanh véi gia dugc & ngudi 16n tudi c6 sa sut tri tug, ti 1€ bién cd
ngoai ¥ trén mach mau no (tai bién mach mau ndo va thiéu mau cuc bod thoang qua) ké ca tir
vong & bénh nhan dugc diéu tri bang RISPERDAL® cao hon so v6i bénh nhan dung gia
duoe (tudi trung binh 12 85 tudi: tir 73-97 tudi).

Ha huyét dp tir thé

Do tic dung chen alpha cua risperidon, chimng ha huyét p (tu thé dang) c6 thé xay ra, dic
biét trong giai doan diéu chinh liéu ban diu. Chirng ha huyét ap c6 ¥ nghia trén lAm sang di
duoc ghi nhin sau khi dua thube ra thi trudng khi risperidon duge diing cting véi thude diéu
tri tang huyét ap. RISPERDAL® nén dugc ding thin trong dbi v6i nhiing bénh nhin dugc
biét ¢ bénh vé tim mach (vi du nhur suy tim, nhdi méu co tim, bit thudmg vé dan truyén, mét
nude, giam thé tich mau hodc bénh mach mau ndo) va lidu dung nén duoc diéu chinh tir tir
nhu d3 duoc khuyén cdo (xem phén Lidu dimg va Cdch dimg). Nén can nhic giam lidu néu
xay ra ha huyét ap.

Gidm bach cdu, gidm bach cdu trung tinh va mit bach cdu hat

Céc bién ¢d cta giam bach cdu, giam bach cu trung tinh va mit bach ciu hat da dugc bio
céo v6i nhitng thude chdng loan thin, bao gdm ca RISPREDAL®. Mét bach ciu hat rit hiém
(<1/10.000 bénh nhan) trong giam sat hau maéi,

Bénh nhén ¢6 tién sir giam 50 lugng bach cdu ¢b ¥ nghia lam sing hoic dung cic thubc giy
giam bach ciu/ gidm bach ciu trung tinh phai dugc theo doi trong nhitng thang diu didu trf va
phai can nhic ngling RISPERDAL khi ¢6 ddu hidu dau tién cta giam sb Juong bach cdu ¢d ¥
nghia ldm sing méa khong ¢6 cac yéu tb nguyén nhan khac. /

Bénh nhan ¢é giam bach cdu trung tinh ¢é ¥ nghia lam sang phai duoc t'ﬁdos,gﬂm chat ché tinh
trang s&t hodc triéu chimg hoic du hiéu nhiém tring khic vi duge diéu tri ngay lip tac néu
cdc triéu chimg hodic ddu hiéu nay xuét hién, Bénh nhan giam bach cdu trung tinh ning (s6
lugng bach ciu trung tinh tuyét déi < 1x 10°/L) phai dimg RISPERDAL® va theo d&i sb
lwgng bach cdu dén khi binh thuong.

Huyé‘t khoi tfinh mach

Céc trudng hop huyét khéi tinh mach (VTE) da duge béo cdo v6i cac thube chdng loan than.
Vi bénh nhén diéu tri cdc thude chéng loan thin thuéng c¢é cic yéu té nguy co mic phai cho
VTE, nén tit ca cac yéu t nguy co ¢é thé c6 ciia VTE phai duge phét hién trude va trong qué
trinh diéu tri RISPERDAL va ¢6 c4c bién phap phong ngira.

Pl_Risperdal_1&2mg_CCDS 24Apr2014_v3 5/18
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Réi loan vin djng mugn/Trig¢u chicng ngogi thdp (TD/EPS)

Nhiing thudc c6 tinh chat déi khang thu thé dopamin cé lién quan véi viéc giy ra rbi loan vén
dong mudn dic trung boi cac cir dong nhip nhang khong tu ¥, chu yéu & ludi v/ hodc mit.
P ¢6 bao cao su xudt hién cac triéu chimg ngoai thap 1a mot yéu tb nguy co cho viéc phét
trién réi loan van dong mudn. Néu nhimg diu hiéu va tridu chimg cta rbi loan van dong
mudn xay ra, nén cén nhic ngimg str dung tit ca cac thudc chdng loan than.

Héi chikng dc tinh do thudc an thin kinh (NMS)

Hoi chiing 4c tinh do thudc an than kinh, ddc trung boi sbt cao, co cing co, su khong 6n dinh
vé than kinh tu dong, rbi loan y thic va ting ndng do creatin phosphokinase trong huyét
thanh da dugc bio cdo xay ra vai cac thude chdng loan thin. DAu higu di kém c6 thé bao gbm
myoglobin ni€u (ti€u co van) va suy than cip. Trong trudng hop nay nén ngimg sir dung tat
ca céc thudc ch{:‘mg loan than, ké ca RISPERDAL®,

Bénh Parkinson va sa siit tri tué thé Lewy

Béc si can phai can nhic nguy co so véi ich loi cuia thube khi ké toa nhitng thude chéng loan
thin, ké ca RISPERDAL®, dbi v6i bénh nhan Parkinson hay sa sut tri tué thé Lewy (DLB,
Dementia Lewy Bodies) vi ca 2 nhém c6 thé c6 nguy co cao bi Hai ching 4c tinh do thudc an
than kinh ciing nhu ting nhay cam véi thubc chdng loan thin. Su biéu 16 ting nhay cam cé
thé bao gbm 4 14n, lo mo, khong én dinh tu thé vé6i viée thudng xuyén ngi, cong véi cic
triéu chirng ngoai théap.

Tang dwong huyét va ddi thdo dwong

Ting dudng huyét, dai thao duong va lam ning 1én bénh déi thio duong sin ¢ di duoc bao
céo trong qua trinh diéu tri voi RISPERDAL®. O mét vai trudng hop, sy gia ting trong lugng
co thé trude d6 dd duoc bao cdo cé thé 1a mot yéu o thic ddy. Su lién quan véi tinh trang
nhidm toan xé-t6n da duoc béo cdo rit hiém va hiém gip véi hén mé do dai thdo dudng. Viée
theo dbi [am sang thich hop dugc khuyén céo phu hop véi cic hudng dan st dung thude
chéng loan than. Bénh nhan duoc didu tri voi bt ky thudc chéng loan than khong dién hinh
nao, bao gdm ca RISPERDAL®, ¢in duoc theo doi céc tridu chimg ting dudong huyét (nhur 12
an nhiéu, ubng nhiéu, tiéu nhiéu va mét moi) va bénh nhin bj déi thdo duong phai duoc theo
dai thuong xuyén dé phat hién su mit kiém soat dudong huyét.

Tdng can R(%K

Ting can dang ké da duoc bdo cdo. Nén theo dbi can ning khi st dung RDAL®,
Khodng QT

Ciing gidng nhu cac thudc chdng loan than khac, phai than trong khi ké don RISPERDAL®
cho nhiing bénh nhén c6 tién st loan nhip tim, nhitng bénh nhén ¢ hdi ching QT kéo dai
bam sinh, va nhitng bénh nhan diing ciing véi cdc thude duge biét 1am kéo dai khoang QT.
Chitng cwong dwong vit

Nhiing thudc chen alpha- adrenergic da dugc bao cédo gy nén ching cuong duong vat. Triéu
ching nay da duoc bao cdo ¢ bénh nhan diing RISPERDAL trong céac gidm sat hdu mii (xem
muc T4c dung khéng mong mudn)
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Didu hoa nhiét dp co thé

Mat kha ning lam giam nhigt dd trung tdm co thé la dic tinh cua cdc thude chdng loan thén.
Cin c6 cac bién phap chim séc thich hop déi v6i cdc bénh nhin duge ké RISPERDAL®
trong céc tinh trang c6 thé 1am ting nhiét do trung tim co thé, vi dy: tdp thé duc qua miic,
tiép xuc v6i ngudn nhiét qua nong, dang diing kém cdc thude khang cholinergic, hodic bénh
nhan bj mét nuéc.

Tdc ding chong non

Téc dong chéng nén da thiy trong cic nghién ctru tién ldm sang véi risperidon. Tac dong
ndy, néu xay ra trén ngudi, co thé che md céc ddu hidu va triéu chitng qua lidu cua 1 sb thude
nhit dinh hoiic cdc bénh nhu tic rudt, hdi chirng Reye, va u ndo.

Co giit

Ciing nhur céc thube chéng loan thn khac, RISPERDAL® phai dugc sir dung than trong &
bénh nhédn ¢4 tién sir co giat hoic trong cédc diéu kién ¢6 kha ning lim giam ngudng co giat.
Hji chibng nhiio mdng mit trong phiu thuit

Hai ching nhdo méng mét trong phiu thuit (IFIS) dugc quan sat thiy trong phiu thust duc
thily tinh thé & bénh nhan duge didu tri véi thude c6 tac dong dbi van véi alpha la-
adrenergic, bao gdm RISPERDAL® (xem phin Tac dung khéng mong muén).

IFIS ¢4 thé 1am tang nguy co bién chimg mét trong va sau phiu thudt. Vige diing thude ¢6 téc
dong ddi van véi alpha la-adrenergic hién tai hodc trudc day can duge bac sT phiu thuat nhin
khoa biét trude khi lam phiu thuat, Loi ich tiém ting cuia viée nging diéu tri véi chen alphal
trude khi phau thudt duc thiy tinh thé chua thé xic dinh va nén can nhic lgi fch so véi nguy
co cva viée ngimg diéu tri chdng loan thin.

Khdc

Xem phan Liéu diing va cach diing - Tam than phén liét dé biét liéu ding cu thé & ngudi én
tudi, phf‘an Liéu dung va cdch dung - Hung cam cua rbi loan ludng cuc & ngudi lon tudi bi
hung cam do rdi loan ludng cuc, phin Lidu ding va cach ding - Réi loan cu x& va hanh vi
pha hoai khdc cho tré em ¢6 rdi loan cu x& va hanh vi pha hoai, phin Liéu ding va cach
dung - Ty ky cho bénh nhén suy gan, suy thén.

TUONG TAC VOI CAC THUOC KHAC VA CAC LOAI TUO‘NG’?E%C KHAC

Tuong tic lién quan dén duge hee hoc

Thude tac dong 1én hé thin kinh trung wong va alcohol

Do RISPERDAL® ¢6 tac dung chi yéu trén hé thin kinh trung uong vi vdy nén than trong
khi ding vai cac thude tac dong trén hé than kinh trung wong hodce alcohol.

Levodopa va chit d6i khang dopamin

RISPERDAL® ¢o thé ddi khang tac déng ctia Levodopa va céc chit dong vin dopamine khéc.
Thude ¢6 tac dung ha huyét ap

Sau khi thudc dua ra thi trudong, nhéan thdy c6 ha huyét 4p rd rét rén ldm sang khi ding
RISPEDAL® ciing véi thude didu tri ting huyét ap.
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Thude duge biét 1am kéo dai khoing QT

Than trgng khi ké don RISPERDALP® vi cdc thube duoe biét lam kéo dai khoang QT.
Twong tac lién quan dén duge ddng hoc

Thitc an khéng anh hudng dén sy hp thu cia RISPEDAL®,

Risperidon duge chuyén héa chii yéu qua CYP2D6, va mot phan nho qua CYP3D4. Ca
risperidon va hoat chit chuyén héa con hoat tinh 9-hydroxyrisperidone déu 1a chdt nén cua P-
glycoprotein (P-gp). Céc chét am thay d8i hoat dong ciia CYP2D6, hodc chét (re ché manh
CYP3D4 va/hodc hoat tinh cta P-gp, ¢ thé anh hudng dén duoc ddng hoc phin co hoat tinh
chéng loan thin cua risperidon.

Thube e ché manh CYP2D6

Diing ddng thoi RISPERDAL® vai céc thudc (e ché manh CYP2D6 ¢6 thé lam tang ndng 46
trong huyét tirong cua risperidon, nhung it anh huéng trén phén c6 hoat tinh chdng loan thin,
Liéu cao ctia c4c chét ic ché manh CYP2D6 c6 thé [am ting ndng 46 phan ¢6 hoat tinh chéng
loan thin cia risperidon (vi du: paroxetin, xem & dudi). Khi diing ddng thoi paroxetin hoic
chét e ché manh CYP2D6 khde, dic biét & 1iéu cao, lic bit dau hodic lic ngimg sir dung, thi
bdc sTnén danh gid lai lidu cia RISPERDAL®,

CYP3A4 va/hoic chit ke ché P-gp

Dung dng thdi RISPERDAL® vé6i chét ic ché manh CYP3A4 va/hodc chét dc ché P-gp ¢6
thé lam ting déng ké ndng do trong huyét twong phdn c6 hoat tinh chdng loan thin clia
risperidon. Béc si nén danh gid lai lidu ctia RISPERDAL® khi ding ddng thai itraconazol
hoic chét Gc ché manh CYP3A4 va/hoic P-gp & thoi diém bit dau sir dung hoic lic ngung sk
dung.

CYP3A4 va /hodc chit lam ting P-gp:

Ding ddng thoi RISPERDAL® véi chit lam ting manh CYP3A4 vashodic P-gp co thé lam
giam ndng 4o trong huyét tuong phan cé hoat tinh chbng loan than coa risperidon. Béc si nén
danh gi4 lai liéu clia RISPERDAL® khi ding ddng thdi carbamazepin hodc chit lam ting
CYP3A4 vahoic P-gp & thai diém bt dau st dung hodc lic ngung sir dung. _

Thude gin két cao véi protein A‘\'\:/

Khi RISPERDAL® dugc ubng ciing véi cdc thube gn két cao véi protein i khdng c6 sy thé
chd ldn nhau ¢ ¥ nghia vé mit 1m sang cda bt ¢t thude nao tir protein huyét tuong.

Khi sir dung thudc ddng thdi, nén xem xét théng tin vé con dudng chuyén hoa va c6 thé didu
chinh iy néu can.

Tré em

Céc nghién ciu vé tuong tac thude chi duoc thuc hién trén ngudi tredng thanh. Cac két qua
nghién clru tuong duong trén bénh nhi 1a chua duge biét tai.

Viduy:

Vi du vé céc thudc ¢o kha ning tuong tac hoic da duge ching minh [a khong tuong tdc véi
risperidon durge liét ké dudi diy:
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Thudc khang sinh:

¢ Erythromycin, mdt chit rc ché CYP3A4 trung binh, khéng lam thay ddi dugc dong
hoc ciia risperidon va phén ¢é hoat tinh chdng loan than,

e Rifampicin, mét chét lam ting manh CYP3A4 va P-gp, lam giam ndng d trong huyét
tirong ciia phan ¢6 hoat tinh chéng loan than.

Thube khang men cholinesterase (Anticholinesterases):

o Donepezil va galatamin, hai chit chuyén hoa qua CYP2D6 va CYP3D4, dugce ching
minh 12 khéng anh hudmg lién quan v& mat [am sang cua risperidon va phén ¢6 hoat
tinh chbng loan than.

Thube chéng ddng kinh:

o Carbamazepin, mdt chit 1lam ting CYP3A4 va P-gp, dugc ching minh 14 1am giam
ndng dd trong huyét twong phin c6 hoat tinh chdng loan thin clia risperidon.

o Topiramat 12 chit dién hinh lam giam sinh kha dung cia risperidon, nhung khéng anh
hrong dén phan cd hoat tinh chdng loan thdn. Vi thé tuong tac nay dudng nhu khéng
¢o ¥y nghia 1dm sang

» Risperidon khéng cho thdy anh huéng lién quan vé& mit lam sang déi véi duoc dong
hoc cta valproat hodc topiramat.

Thube khéng nim:

» ltraconazol, mot chit (rc ché manh CYP3A4 va P-gp, tai liéu 200 mg/ngdy lam ting
ndng do trong huyét twong cia phin ¢6 hoat tinh chdng loan thin khoang 70% khi
liéu cta risperidon tir 2 dén 8 mg/ngay.

e Ketoconazol, mdt chét (rc ché manh CYP3A4 va P-gp, tai liéu 200 mg/ngay lam ting
ndng do trong huyét twong cia risperidon va giam néng do trong huyét tuong cia 9-
hydroxyrisperidon,

Thubc chdng loan thin:

e Phenothiazin, ¢6 thé 1am tang ndng d3 huyét twong caa risperidon nhung khéng anh

hudng t&i phan hoat tinh chdng loan thin. Aripiprazole, mot chit nén CYP2D6 va

//trungtamthuoc.com/

CYP3A4: Vién nén hodc thubc tiém risperidon khéng anh huwdng t6i duoc ddng hoc

clia tdng sd aripiprazol va chit chuyén hod hoat tinh ctia né 12 dehydroaripiprazol.

Thude khang virus: .\

e Ciéc chit rc ché protease: Khéng ¢é nghién ciru chinh thire nao; tus?*'n {én, vi ritonavir
la chit irc ché manh CYP3A4 va I chit e ché yéu CYP2DS6, cic chit e ché
ritonavir va ritonavir-boosted protease cé tiém ning lam ting ndng d6 phin hoat tinh
chéng loan thin cua risperidone.

https

Thuée trc ché Beta:
o Mot vii thudc rc ché beta c6 thé lam tang nbng d6 trong huyét twong ciia risperidon
nhung khéng ting nf‘ing do phén ¢6 hoat tinh chéng loan thén cta risperidon.
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Thube te ché kénh Calci:
e Verapamil, mdt chit irc ché CYP3A4 trung binh va (rc ché P- gp, lam ting ndng do
trong huyét twong cua risperidon va phin ¢6 hoat tinh chéng loan thin.

Digitalis Glycosid:
» Risperidon khong cho thiy anh huong lién quan ldm sang dén duge ddng hoc cua
digoxin.
Thuée loi tiéu:
e Furosemid: Xem phin Thén trong va canh hdo vé t 1€ tir vong ting & bénh nhan I6n
tudi bi sa sut tri tud khi udng ddng thdi véi thude loi tidu.

Céc thubc da day rudt:
e Cic chat dbi khang thu thé H,: Cimetidin va ranitidin, ca hai chét Gc ché CYP2D6 va
CYP3A4 yéu, lam ting sinh kha dung ciia risperidon & mirc khong dang ké, nhung chi
& phan hoat tinh chdng loan than.

Lithium:
» Risperidon khéng thé hién anh huong lidn quan t6i lm sang trén duge dong hoc cua
lithium.

SSRIs va thude chdng trdm cam 3 vong:
» Fluoxetin, mét chét uc ché CYP2D6 manh, lam ting ndng d8 trong huyét tuong clia
risperidon, nhung anh hudng voi mic d6 it hon dbi véi phan hoat tinh chdng loan
thén

s Paroxetin, mét chét &c ché CYP2D6 manh, {am ting ndng dd trong huyét twong cua
risperidon, nhung tai lidu téi 20 mg/ngay, anh huong véi mire d6 it hon déi voi phin
hoat tinh chéng loan thin. Tuy nhién, cac liu cao hon ciia paroxetin ¢6 thé [am ting

néng 46 chia phan hoat tinh chdng loan thin ctia risperidon.
¢ Thudc chéng trdm cam 3 voug c¢o thé lam ting ndng do risperidon nhung khong ting
phin hoat tinh chéng loan than. Amitriptylin khéng anh hudng ti duoe ddng hoc cua

o Sertralin, mdt chit e ché yéu CYP2DS6, va fluvoxamin, mé&eﬁﬁt rc ché yéu

risperidon hodc phan hoat tinh chdng loan thén.

CYP3A4, tai lidu 100 mg/ngay khong lién quan téi su thay déi dang ké niao vé mat
lam sang dbi v&i ndng d6 phén hoat tinh chdng loan thin risperidon. Tuy nhién, cac
liéu cao hon 100 mg/ngdy ciia sertralin hodc fluvoxamin ¢4 thé 1am ting ndng o cua
phdn hoat tinh chéng loan thin risperidon.
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PHU NU CO THAI, CHO CON BU

Phuy nir ¢o thai

B4 an toan clia RISPERDAL® khi sir dung cho phu nir ¢4 thai chua duoe xédc dinh. Mac dil
qua thir nghiém trén ddng vit, risperidon khéng cho théy dde tinh truc tiép trén sy sinh san,
mdt sb tie dung gidn tiép qua trung gian cua prolactin va hé than kinh trung wong da dugc ghi
nhan. Tac ddng iy quai thai ctia risperidon khdng duoc ghi nhin & bét cit nghién citu ndo.
Tré so sinh phoi nhiém céc thudc chéng loan thin (bao gdm ca RISPERDAL®) trong 3 thang
cubi cla thai ky ¢6 nguy co ¢6 tridu ching ngoai thap vashoic triéu chimg “cai thude” & cic
mirc d6 ning nhe khac nhau sau khi sinh. Nhiing triéu ching nay & tré so sinh bao gbm kich
ddng, ting truong [yc co, gidm treong luc co, run, budn nga, kho thé, hodic khé bu. Do da,
chi nén dung RISPERDAL® trong luc mang thai néu loi ich vuot tedi nguy co. Néu cn
ngimg thudc trong thai ki, khong nén ngimg d6t ngdt.

Phu nif cho con bii

G nhimg nghién clru trén ddng vat, risperidon va 9-hydroxy-risperidon duoc bai tiét qua sira.
Diéu nay cling di dugc xéc dinh trén ngudi, risperidon va 9-hydroxy-risperidon dwoc bai tiét
qua sira me. Do d6, phu nit dang diing RISPERDAL® khdng nén cho con bi.

Anh heréng dén kha niing l4i xe va van hanh may moc

RISPERDAL® ¢6 thé anh hudng dén nhimng hoat ddng doi hoi su tinh tdo vé tinh thin. Do d6,
nhitng bénh nhan duge khuyén khong nén lai xe hodic vin hanh mdy mdc cho dén khi biét rd
su nhay cam cta ho.

TAC DUNG KHONG MONG MUON

Céc phan ting bit loi cua thude (ADR) thudng gép nhit (ty 1€ > 10%) dugc bdo cdo 1a: hoi
chimng Parkinson, an thdn/ budn ngu, dau ddu va mét ngi. Cc ADR xuft hién ¢6 lién quan
dén liéu bao gbm hdi chitng Parkinson va bdn chdn.

Sau déy la c4c tAt ca cdec ADR duoc bdo cdo trong céc nghién cuu lam sang va sau khi dua
tisperidon ra thi truomg véi tn sudt ude tinh tir cdc nghién ctu 14m sang cia RISPERDALS.
Céc thudt ngir va tAn suit sau day duoc 4p dung: rat phd bién (> 1/10), phd bién (> 1/100 dén
<1/10), khdng phd bién (> 1/1000 dén <1/100), hidm (> 1/10.000 dén <1/1000) va rat hiém

(<1710.000). s
Trong mdi nhém tén sudt, tic dung khéng mong mudn duge trinh baﬂ%«gé thir tw mire df
nghiém trong giam dén. =R
Phan loai h§ Phan dng bt loi ciia thude
thong co quan Tén suat
Rét phé Phé bién Khéng phd bién Hiém Rit hiém
bién
Nhiém  tring Viém phoi, viém phé | Nhiém tring duong hé | Nhiém tring
va ky sinh quan, viém dudng | hdp, viém bang quan,
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triing hé hap trén, viém | nhifm tring mit, viém
xoang, nhidm tring | amidan, nim méng, viém
dudmg  tiét  mnidu, | md té bdo tai chd, nhifm
nhiém tring tai, cim | virus, viém da do ve
Rdi loan hé Giam bach cdu trung | Mt bach cau hat®
miu va bach tinh, giam s lwgng bach
huyét ciu, giam tidu cdu, thidu
mdu, giam hematoerit,
tang bach céu 4i toan
R6i loan hé Qui min Phan img phan vé°
mién dich
Réi loan ndi Tang prolactin mau® Bai tiét hormon
tidt chéng bai niéu
khing phit hop,
duréing trong nudc
tiéu
Roi loan dinh Tang cén, ting thém | Titu dudng’, tang dudng | Nhidm  doc & | Tiéu dutmg
dudng vi an, giam thém an huyél, khat nhidu, giam | nuée®, ha dudng | nhi€ém toan
chuyén hda can, chan an, ting | mdu, ting insulin | xé-t6n
cholesterol miu méu, tang
triglycerid mau
Réi loan tam | Mét nga® R6i loan gidc ngy, | Ilung cam, tinh trang [3n, | Cam xuc cin mon,
than kich dong, trAm cam, | giam ham mudn tinh due, | mét cuc khodi
to du cing thing, 4c ming
Rai loan hé | An  thdn/ { Bén chén®, rhi loan | Loan van dbng mudn, | H&i ching dc tinh
thin kinh budn ngl, [ truong  lue  ed, | thifu mau ndo cuc bd, | do thudc hudng
hdi  chimg | chong mat, loan van | khéng ddp tng v6i kich | thdn kinh, rdi loan
Parkinson®, | déng”, run thich, mit ¥ théc, suy | mach mau ndo,
dau du giam mirc @9 vy thite, co | hdn mé do tiéu
giat®, ngdt, tang van dong | dudng, ddu chodng
tim thdn, réi loan thing ving
bing, bét thuing phbi
hop van dong, chéng mit
tu thé, rbi loan chy ¥,
loan van ngdn, loan vi
giac, giam cam giae, di
cam /_\m,"/
Réi loan mit Nhin mé, viém két | Sg 4nh sing, khd mét, | Glaucome gt loan
mae ting tidt nwde mit, sung | van ()’(’_:nng‘1I mét,
huyét mit xoay mit, citng mi
mat, hdi ching
nhio méng mit
(trong phiu thuat)®
Réi loan tai va Chéng mat, U tai, dau tai
mé dao
Rbi lean trén Nhip nhanh Rung nhi, block nhi thit, [ Loan nhip xoang
tim rbi loan din truyén, kéo
PI_Risperdal_1&2mg_CCDS 24Apr2014_v3 12118




//trungtamthuoc.com/

https

dai khoang QT trén dién
tam dd, nhip cham, bit
thuong dién tam db, danh
trong nguc
Rdi loan trén Tang huyét 4p Ha huvét dp, ha huyét 4p | Thuyén tic phdi,
mach wr thé, bdc hoa huyét khéi tinh
mach
Réi loan hd Khé tho, dau hiu- | Viém phdi  hit, sung | Hoi chiing kho the
hip, nguc va thanh quan, ho, chay huyét phdi, sung huyét | khi ngu, tang
trung thit miu  cam, sung | dudng ho hip, ran, the | thang khi
huyét miii kho khe, khé phét fm, ri
loan hé hip
Réi loan hé Pau bung, khé chiu | Di tiéu khéng ty cha, u | Viém tuy, nghén | Tac rudt
tiéu héa & bung, nén, budn | do phén, viém da day- | rudt, sung ludi,
ndn, tio bon, tiéu | rudt, khod nudt, dfiy hot viém mdbi
chay, kho tiéu, khd
miéng, dau ring
Rbi loan da vi Phat ban, ban do May day, ngira, rung toc, | Phat ban do thube, | Phi mach
md dudi da day stmg, cham, khd da, | gau
mét mau da, mun, viém
da tiét ba, rbi loan trén
da, 16n thuong da
Rébi loan co Co co, dau co | Ting crecatine | Tiéu co vin
xuwong va mo xuong, dau [ung, | phosphokinase mau,
lién két dau khép ding dng bt thuéng,
cirng khdp, sung khop,
yéu co, dau cb
Roi loan & Tidu khéng kiém | Tiéu rat, bi tidu, tiéu kho
thin va tiét s0at
nig¢n
Mang  thai, B H6i ching cai
théi k¥ sinh thude so sinh
sin vi so sinh
Réi loan ngye Réi loan phong linh, rdi | Crong duong vat®,
va hé sinh san loan cuong, vo kinh, réi | chdm kinh nguyét,
loan kinh nguyét®, chimg | & méu & vi, vi to,
vii to ¢ nam, tiét sira, réi | tiét dich & vil
loan tinh due, dau vi,
khé chiu & v, tiét dich
im dao {/{y
Réi loan chung Phit’, sdt, dau ngire, | Phi mit, én lanh, tang | Giam “nhigt 4o,
vi tinh trang suy nhuge, mét moi, | nhigt 46 co thé, dédng di | gidm nhiét d§ co
tai chd dau bt thuong, khat, khd | thé, lanh npoai vi,
chiu & nguc, khé chiu, | héi ching  cal
cdm gidc bAt thudng, | thude, chai cing®
khdng thoal mai
Roi loan gan Tang transaminase, tang | Vang da
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méit gamma-glutamyl -
transferase, ting men gan

Chén thuong, Té ngd Bau do tha thudt
ngd dbe  wva
nhing tai bién
trong thi thuit

* Trong mdt sO trudng hop, tang prolactin mau cé thé diin dén chimg v to & nam, roi loan kinh nguyét, vo kinh,
tiét sira.

R Trong cac nghién cru ldm sang cd ¢bi chimg gia duoc, dai thio duding duge bao cdo 14 0,18% & nhém dbi
twong diéu tri véi risperidon so vdi ti 1€ 0,11% trong nhém ding gia duge . Ty 1& chung tir tét ca cdc nghién elru
1am sang |4 0,43 % & céc ddi trong difu tri risperidone.

® Khdng ghi nhin trong nghién ciu 1dm sang cia RISPERDAL® nhung ghi nhdn duoc trong giai doan sau khi
dura thude risperidon ra thj trudng.

¢ Réi loan ngoai thap ¢6 thé xay ra: hgi ching Parkinson (ting tiét nude bot, cing co xuong, hdi ching
Parkinson, chay mréc dai, ¢cimng co kiéu banh xe ring cua, vin dong chim, giam chire néng van ddng, mit cing
do nhur deo mat na, cing co, mét van dong, clmg gdy, cing co, dang di Parkinson va bit thuomg phan xa tran-
mi, run Parkinson khi nghi ngoi), bén chdn (b@)n chin, khong yén, ting vdn dong v héi chimg chin khdng
yén), run, réi loan vin ddng (rdi loan van déng, vin co, xodn vin ngén tay tv dng, maa von va rung gidt co),
foan truong luc co. Loan triromg hre ca bao gbm loan truong luc co, tang truong lue co, veo b, co co tu dong,
co ciing co, co thét mi mét, xoay nhin ciu, lidt ludi, co thit mat, co thit thanh quan, loan lrromg luc co, co udn
cong ngudi, co thit miéng hau, co clmg mbt bén than, udi co thit, v cimg ham, Luu ¥ ring cac tridu chimg
dugc phin bd réng hon, khdng nhét thiét phai cé ngudn gbe ngoai thép. Mit ngi bao gdm: mit ngu dau gidc,
mat ngh gitra gide; Co gidt bao gdm: ddng kinh con 1én; Réi loan kinh nguyét bao gdm: Kinh nguyét khong
déu, kinh thua; Phii bao gém: phii toan than, phi) ngoai bién, phi 4n 1om.

Tac dung khdng mong mudn duoc ghi nhin voi cong thie paliperidon

Paliperidon 13 chit chuyén héa c¢é hoat tinh ciia risperidon. Vi vy, nhimg phan ang bét o
clia nhimg thude nay (bao gém ca dang udng va dang tiém) co lién quan véi nhau. Ngoai
nhitng phan tng bat lgi néu trén, nhitng phan (ng bit lgi duge liét ké sau diy da dugc ghi
nhan khi s dung cac san pham paliperidon va duoc du kién c6 thé s& xay ra véi
RISPERDAL®,

Roi loan tim mach: Hoi chimg nhip tim nhanh tr thé ding.

Phén logi phan ting /K;y

Ciling nhu c4c thube chéng loan thin khac, ¢6 rdt hiém trudong hop kéo dz‘ii('__ ng QT da
duge bdo cdo vdi risperidon trong gial doan hdu mii. Cac phan ing khac lién quan trén tim
mach di duoc bdo cdo vdi cic thude chbng loan thin gay kéo dai khoang QT bao gdm loan

nhip thit, rung thit, nhip nhanh thit, dét tir, nglrng tim va xoén dinh.

Thuyén tdc huyét khoi tinh mach
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Cée trudng hop thuyén thc huyét khéi tinh mach, ké ca trudng hop thuyén tic phdi va céc
trrong hop huyét khéi tinh mach sau, da duge bao céo véi cic thude chéng loan thén (thn
sudt khang ro).

Tang can

Ty 1& vé ting cin > 7% trong lugng co thé so sanh gifta bénh nhan ngudi lon dung
RISPERDAL®Y va ding gia drge dé diéu tri tim thin phan liét duoc thuc hién trong nhém céc
thir nghiém 14m sang c¢6 ddi chimg gia dugc trong 6 - 8 tudn cho thﬁy ty 1€ ting ¢d v nghia
théng ké v& bién cb ting can ¢ nhém dung RISPERDAL® (18%) so v&i nhom ding gia duge
(9%). Trong nhém cac thir nghiém 1am sang c6 dbi chimg gia dugc trong 3 tudn & bénh nhan
nguoi lon didu tri hung cam cép tinh, ty 18 ting cén > 7% & cudi nghién ciru 14 so sanh duoe &
nhém diing RISPERDAL® (2,5%) va nhém diing gia duwge { 2,4%) va ti 1€ niy hoi cao hon &
nhém ddi chitng diing thude cé hoat tinh (3,5%).

Trong cdc nghién ctru dai han & tré em va thanh thiu nién ¢é rdi loan cu %t va hanh vi phé
hoai, mirc d0 ting can trung binh 14 7,3 kg sau 12 thang diéu tri. Tang cén trung binh du kién
& tré em tir 5-12 tudi 1a 3-5 kg mdi nim. O tré tir 12 dén 16 tudi, muc do ting can dat duge 3-
5 kg mdi nam duge duy tri & tré nif, trong khi tré nam ting khoang 5 kg mdi nim.

Thong tin thém vé& nhém dén sb dic biét

Phan (ng bit lgi di dwoc bio cdo vai ty 18 cao hon & nhiig bénh nhdn 16n tudi sa sut tri tué
hodc & bénh nhi nhidu hon trong quin thé ngwrdi 16n duge ma ta dudi day:

Bénh nhan lém tudi bi sa sut tvf tué

Con ddt quy do thiéu mau thodng qua va tai bién mach mau nfio duoc bdo céo trong cic thi
nghiém 1am sang vai tAn sb tuong Gng 1a 1,4% va 1,5% & nhiing bénh nhan lén tudi b sa sit
tri tué. Ngoai ra, cac ADR sau diy duge bdo cdo véi tan suét > 5% & nhitng bénh nhan 1on
tudi bi sa sat tri tué va it nhét ghp hai lan tan suft ghi nhan trong cdc quan thé ngudi 1on khéc:
nhiém triing duong tiét niéu, phi ngoai bién, 1& d&r va ho.

Bénh nhdn nhi il s

No6i chung, céc loai phan ting bét lgi & tré em duwgc dy kién 13 tyong tu nhu pﬁﬁ}q\ phan tmg
bt loi ghi nhin & ngudi 16n. Nhitng ADR sau day dugc bdo cdo véi tin sudt > 5%'6 bénh nhi
(5-17 tudi) va it nhét gip hai lan tAn sudt ghi nhdn trong cac thir nghiém [dm sang & ngudi
1¢n: budn ngl / an than, mét moi, nhirc diu, ting cAm gidc ngon miéng, ndn, nhiém tring
dudong hé ha’ip trén, nghet miii, dau bung, chéng mit, ho, s6t, run, tiéu chay va tidu dam. Téc
dong cia viée diéu tri risperidon dai han trén su trudng thanh gioi tinh va chiéu cao chua
duge nghién ciu ddy di (xem phan Cénh bdo va thin trong).

Thong bdo cho bdc sy nhitng tic dung khong mong mudn gip phdi khi si dung thubc.

Pl_Risperdal_1&2mg_CCDS 24Apr2014_v3 15418



//trungtamthuoc.com/

https

QUA LIEU

Triéu chitng va ddu hiéu

Nhin chung, nhitng dau hiéu va triéu ching duoc ghi nhan 14 két qua tir tic dung qud mic vé
tac dong duge 1y di duoc biét cua thudc. Nhiing triéu chimg nay bao gdm budn ngu va an
than, nhip tim nhanh, ha huyét 4p va triéu chimg ngoai thép.

Trong trudmg hop qua liéu, QT kéo dai, va co giat da dugc bao cdo.

Khi két hop qué lidu RISPERDAL® uéng véi paroxetin, hién tuong xodn dinh di duoc bao
céo.

Trong trudng hop qua liéu cip tinh, nén xem xét kha ning da dung nhiédu thudc.

Diéu tri

Thiét 14p va duy tri su luu théng dudng hé hip va dam bao dy di oxy va thong khi. Rua da
day (sau khi da dat ndi khi quan, néu bénh nhan bit tinh) va nén xem xét viéc ding than hoat
két hop v6i thude nhuin trang. Nén bit ddu theo di tim mach ngay ké ca theo ddi dién tim
dd lién tuc dé phat hién loan nhip ¢6 thé xay ra.

Khéng co thube giai doc dac hiéu ddi véi RISPERDAL®. Do d6, nhimg bién phap hd trg
thich hop nén duoc ap dung. Ha huyét ap va suy tun hoan nén duoc diéu tri bing nhiing bién
phép thich hop nhu truyén dich tinh mach va/hodc thude tic dung gidng than kinh giao cam.
Trong trudng hop cé triéu ching ngoai thdp ning, nén ding cac thudc khang cholinergic.
Nén tiép tuc giam sat va theo doi chit ch& vé& mit y khoa cho dén khi bénh nhan hdi phuc.

TINH CHAT DUQC LY

PAC TINH DUQC LUC HQC

Nhém diéu tri: Chdng loan than khéc, ma ATC: NO5SAX08.

Co ché tic dung

Risperidon 12 mot chat d6i khang monoaminergic ¢ chon loc véi nhitng déc tinh riéng biét.
Risperidon c6 4i luc cao vdi céc thu thé serotonin 5-HT, va dopamine Ds.

Risperidon ciing gén két vao thu thé alpha l1-adrenergic va cé ai luc thép hon vai t@%
histamine H; va thu thé alpha,-adrenergic. Risperidon khéng cé &i luc véi céc thu thé
cholinergic. Mic dau risperidon 1 chit déi khang manh véi thu thé D,, duoc xem la cai thién
céc triéu ching duong tinh ciia bénh tim than phan liét, nhung risperidon it gdy we ché cac
hoat dong vé& vén déng va it gy chimg giit nguyén tu thé hon cac thude an thén kinh kinh
dién. Khi tic dung dbi khang dopamin va serotonin trung uong cn bing, c6 thé lam giam
nguy co gy tdc dung phu ngoai thap va mé rong tic dong didu tri dbi vi cac triéu ching 4m
tinh va triéu chiing cam xic & bénh nhan tdm than phan liét.

PAC TINH DUQC PONG HOC

Hdp thu

Risperidon dugc hip thu hoan toan sau khi udng, dat dén ndng dé dinh trong huyét tuong
trong vong 1-2 gid. Sy hp thu khdng bi anh hudng béi thirc n, vi vay risperidon cé thé ding
lGc no hoac doi.
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Phdn bo

Risperidon duoc phan bd nhanh chong. Thé tich cua sur phin bd 1a 1-2L/kg. Trong huyét
tuong, risperidone duoc gin két vdi albumin va alpha;-acid glycoprotein. Sy ghn két véi
protein huyét tuong clia risperidon 12 88%, clia 9-hydroxy-risperidon 1a 77%.

Mot tudn sau khi ubng, 70% lidu ubng duoc thai trir trong nude tiéu va 14% trong phan.
Trong nudc tiéu, risperidon va 9-hydroxy-risperidon chiém 35-45% liéu diing. Phin con lai Ia
nhirng chit chuyén héa khéng ¢6 hoat tinh.

Chuyén hod

Risperidon bi chuyén hoa béi CYP2D6 thanh 9-hydroxy- risperidon, ¢6 hoat déng duoe luc
hoe tuong tu risperidon. Risperidon cong véi 9-hydroxy- risperidon tao nén phin c6 hoat tinh
chéng loan than. Con dudng chuyén hoa khéc cia Risperidon 1a N-dealkylation.

Thai trie

Sau khi ding dudng udng cho bénh nhan loan thdn, Risperidon bi thai trir v&i thdi gian bén
thai khoang 3 gid. Thoi gian ban thai cla 9-hydroxy- risperidon va phin chét ¢6 hoat tinh
chéng loan thén 1a 24 gio.

Ty Ié licu

Trang thai 6n dinh ciia Risperidon dat tdi trong vong 1 ngay & hau hét cac bénh nhan. Trang
thai 6n dinh ctia 9-hydroxy- risperidon dat dugc trong vong 4-5 ngdy dung thube. Nong do
trong huyét trong clia Risperidon 14 t 18 véi ding liéu trong pham vi lidu diéu tri.

Din sb dic biét

Trée em

Dugc dong hoc coa risperidon, 9- hydroxy- risperidon va phan chit ¢6 hoat tinh chéng loan
than & tré em 12 giéng nhu & ngudi 16n.

Suy gan va suy thin

Mot nghién ciru lidu duy nhit cho thdy ndng d6 ¢ hoat tinh trong huyét tuong cao hon va sy
thai trir ctia phin thudc cé hoat tinh chéng loan thin bi giam di 30% & ngudi 16n tdi va 60%
& bénh nhan suy than. Ndng d6 trong huyét tuong cla risperidon & bénh nhén suy gan 1a binh
thuong nhung nE‘mg dd trung binh cua ph::?m risperidon tu do trong huyét tuong thi ting
khoang 35%.

THONG TIN TIEN LAM SANG {m"(‘g"‘i/
Trong cdc nghién ciru ddc tinh man, trén chudt va chéd chua trudng thanh, nhi'rﬁg'"&c ddng
phu thudc lidu xudt hién trén dudmg sinh duc va tuyén va & ca gibng duc va gibng c4i. Nhing
tic dong ndy lién quan (6i viéc ting ndng dd prolactine trong huyét thanh 13 két qua tir hoat
déng ¢ ché thu thé dopamin D2 cta risperidon. Trong 1 nghién ciru ddc tinh trén chudt
trudng thanh, da thiy ¢é su ting ty 18 chét so sinh va su chim phat trién v& thé chit. Mot
nghién ciru 40 tudn trén cho truémg thanh cho thay ¢6 cham phat trién gioi tinh, Sy phét trién
xuong dai khong bi anh hudng & ligu tuong tu lidu t3i da trén thanh thiéu nién (6mg/ngdy) da
thiy duge sy anh huéng & lidu cao gip 4 1n (dya trén AUC) hodc 7 1an (dua trén mg/m?) lidu
t4i da trén thanh thiéu nién.
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Tt ca céc dir liéu an toan khac lién quan dén viéc ké don duoc liét ké trong phan thich hop.

QUY CACH PONG GOI
10 vién/ vi. Hop 6 vi.

HAN DUNG
Vién nén RISPERDAL® 1mg, 2mg: 3 nam ké tir ngay san xuét
Khéng ding thuéc da qud han sit dung ghi trén nhan.

PIEU KIEN BAO QUAN
Bao quan & noi khd, nhiét d6 khong qué 30°C.
Dé xa tim tay tré em.

San xuit tai: JANSSEN - CILAG S.P.A.
Pia chi: Via C. Janssen (Loc. Borgo S. Michele) - 04010 Latina, Y.
PT: 390773 616-1 Fax: 39 0773 241 312

Cong ty ding ky: JANSSEN-CILAG Ltd., Théi Lan ] \(‘/
Moi cdu héi/B4o cdo tic dung ngoai ¥/ Than phién chat lrgng sian phim xilﬁ%‘j:
VPDD Janssen - Cilag Ltd., TP Hd Chi Minh. -

DT: +84 8 38214828

E-mail: jacvndrugsafety@its.ini.com

Phién ban: CCDS 24Apr2014; sb 016.
PI Risperdal 1&2 mg CCDS 24Apr2014 v2
Ngay sira doi: 03/10/2014.

TUQ. CUC TRUONG
P TRUONG PHONG

Nouyén Huy Hiing
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