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RISPERIDON

Tén chung quéc té: Risperidone.
Mi ATC: NOSAXO08.
Loai thube: Thubc chéng loan thin khéng dién hinh.

Dang thubc va ham lugng

Vién nén: 0,%5 mg; 0,5 mg; 1 mg; 2 mg; 3 mg; 4 mg,

Dung dich uong: 1 mg/ml.

Thudc tiém: 25 mg, 37,5 mg, 50 mg (hén dich giai phong kéo dai
dé tiém bép).

Dugc luc hoc

Risperidon la thude chong loan thin khong dién hinh loai
benzisoxazol (con goi la thudc chdng loan thin thé hé thir hai).
Thudc c6 tac dung dbi khang chon loc véi thu thé serotonin typ 2
(5-HT,) va thy thé dopamin typ 2 (D,). Risperidon ciing gan véi thu
thé adrenergic alpha, nhung 4i lyc thap hon so vai thy thé histamin
H, va thy thé adrenergic alpha,. Thudc khong c6 4i luc véi thu thé
cholinergic. Thubc it c6 khuynh hudng gy ra hdi chimg Parkinson
nhung cé thé gay ra loan truong lyc co chp va ching ding ngdi
khéng yén (akathisia).

Théng thuong, cac thudc chong loan than thé hién tac dung thong
qua trc ché thu thé dopamin D, Téc dung ngoai thap cia thubc
ciing do chen thu thé dopamin D, ¢ thé van (striatum). C6 thé mot
s tac dung manh khéc cua risperidon da bu dap cho hoat tinh cia
D, dé tao ra tinh chét “khéng dién hinh ciia thudc”.

Tac dung d6i khang serotonin (5-HT,) 1am tang hiéu qua dbi véi cac
triéu chimg 4m cua bénh tim than phan liét va c6 thé lam giam cac
triéu chimg ngoai thap. Risperidon c6 téc dung an thén, do dé ¢6 thé
¢6 tuong tac véi thudc giam dau va an than. Risperidon dic biét hiru
ich déi véi nguoi bénh da dung cc thude chdng loan than dién hinh
va xuét hién triéu chimg ngoai thap. Thube ¢6 tac dung chinh khi sic
trong diéu tri hung cam & bénh nhan rdi loan ludng cuc.

Duwogc djng hoc

Hap thu: Risperidon dugc hap thu tét khi ubng. Thirc an khéng anh
huéng dén tdc do hodc mirc do hap thu. Sinh kha dung khi ding
risperidon duémg udng 1a 70%. Sinh kha dung khi udng vién nén
risperidon bing 94% so véi dung dich uéng.

Sau khi tiém bép, chi 1 lugng nhé risperidon (< 1%) dugc giai
phéng ngay lap tirc. Thuée duoc giai phong sau 4 - 6 tuan, chii yéu
tlr tuan thir 3 tro di va giam dan ¢ tuan thir 7.

Phdn bé: Thude dugc phan bé nhanh chéng. Thé tich phan b cua
risperidon 1 1 - 2 lit/kg. Thudc lién két v6i albumin va alphal-acid
glycoprotein. Ty 1¢ gin két vai protein huyét tuong cua risperidon
va chét chuyén héa c6 hoat tinh 9-hydroxy-risperidon lan luot 12
90% va 77%.

Chuyén héa: Risperidon dugc chuyén hoéa chu yéu tai gan qua
cytochrom P450 2D6 thanh chat chuyén héa 9-hydroxy-risperidon.
Chat chuyén héa nay c6 hiéu lyc twong duong risperidon vé hoat
tinh gén véi thy thé va c6 nira doi thai trir 12 20 + 3 gio.

Thai trir: Thuée dao thai chi yéu qua nuéc tiéu va mot phan qua
phan. Thudc & dang khong chuyén héa va chét chuyén hoa co hoat
tinh trong nuéc tiéu chiém 35 - 45% lidu dung. Khi dung duong
uéng, nira doi thai trir cua risperidon khoang 3 gio.

Chi djnh
Tam than phan liét.
Giai doan hung cam trong rbi loan ludng cyc.

Triéu chimg hanh vi, kich dong & bénh nhén sa sat tri tué.
Céc rbi loan hanh vi & tré rbi loan phé tu ky trén 5 tudi.

Chéng chi dinh
C6 tién sir man cam vdi risperidon. Khong tiém bap cho tré em.

Than trong

Tang ty Ié tir vong & ngudi gia mdc chimg sa sit tri tué: Dt liu tiy
cac nghién ciru quan sat 16n cho thdy nhitng ngudi cao tudi méc sa
stt tri tué dugc diéu tri bang thuéc chdng loan than lam ting nguy
co tir vong. Mic du vay, chua c6 du dit liéu d€ udc tinh nguy co cua
cac thubc chéng loan than va co ché chua dugc 1am rd.

Sir dung dong thoi véi furosemid: Trong céac thir nghiém c6 dbi
chimg véi gia dugc ¢ bénh nhan cao tudi sa sit tri tug, két hop
risperidon va furosemid lam tang nguy co tir vong so vdi risperidon
don doc. Tuy nhién, phéi hop risperidon va cac thude loi tiéu khac
(chil yéu 1a lgi tiéu thiazid liéu thép) khong cho két qua tuong ty.
Mic di co ché chua dugc lam rd, tuy nhién can than trong va
can nhic nguy co/lgi ich khi phdi hop thudc lgi tidu manh véi
risperidon. M4t can bang nuéc la yéu td nguy co giy tir vong va
do d6 can cén than trong & bénh nhan cao tudi méc sa sit tri tug.
Bién cé bat loi trén mach mau ndo: Trong cac thir nghiém 1am sang
ngAu nhién c6 d6i chimg & bénh nhan sa siit tri tu¢, nguy co xay ra
céc bién cb bét loi trén mach méu ndo cua mot s6 thude chéng loan
thin khéng dién hinh ting khoang 3 lan so véi gia dugc. Khong
loai trir nguy co nay d6i véi cac thude chdng loan than khac hodc
trén nhom bénh nhéan khéac. Than trong khi sir dung risperidon cho
nhitng bénh nhan c6 sin cac yéu t6 nguy co dot quy.

Ha huyét ap tu thé: Do c6 tac dung chen alpha, risperidon cé thé
gay ra ha huyét ap tu thé, dac biét khi khoi dau diéu tri. Ha huyét
ap ¢6 y nghia 1am sang da dwoc ghi nhan khi sir dung dong thoi
risperidon va thudc diéu tri tang huyét ap. Risperidon nén dugc
dung than trong cho nhirng bénh nhan c6 bénh tim mach (nhu suy
tim, nhdi mau co tim, rdi loan dan truyén, mit nudc, giam thé tich
mau hodc bénh mach mau nao). Pé han ché ha huyét ap tu thé, nén
tang lidu tir tir va c6 thé giam lidéu & bénh nhéan gip tac dung khong
mong mudn nay.

Giam bach cau, giam bach cau trung tinh va mat bach cau hat:
Bénh nhén c6 tién sir gidm bach ciu c6 y nghia 1am sang hodc c6
giam bach ciu/giam bach cau trung tinh do thudc nén dugc theo
dai trong nhimng thang dau diéu tri, Bénh nhén giam bach céu trung
tinh nén duoc theo ddi chit ché khi s6t hodc ¢6 cac triéu cht’mg/déu
hiéu cua nhiém tring va cn dugc diéu tri kip thoi. Bénh nhén c6
giam bach cau trung tinh nghiém trong (< 1 x 10%lit) nén ngimg
dung thubc va theo ddi sé lugng bach cau cho dén khi tré vé binh
thuong.

Loan vdn dgng mugn/hji chimg ngoai thap: Cac thudc ddi khang
thu thé dopamin c6 thé gay ra loan van dong mudn déc trung boi
cac cir dong khong chi dich c6 tinh chit 1ap lai. Khoi phat hoi
chirng ngoai thap la yéu té nguy co cia loan van dong mudn. Néu
cac dau hiéu va triéu chimg cuia loan van dong mudn xuat hién, cin
nhic ngimg sir dung tht ca cac thudc chbng loan than.

Cin than trong & nhimg bénh nhan dung ddng thoi ca chat kich
thich tim thdn (vi du methylphenidat) va risperidon do céc hdi
chirmg ngoai thap c6 thé xuat hién khi diéu chinh mot hogc ca hai
thude.

Hoi chumg an than kinh dc tinh: Hi chimg an than kinh 4c tinh dic
trung bdi tang than nhiét, cimg co, rdi loan than kinh thyc vét, thay
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doi tri gidc va ting ndng d§ creatin phosphokinase huyét thanh da
dugc bao cdo xay ra véi thude chéng loan thin. Cac déu hiéu khac
c6 thé bao g6m myoglobin ni€u (tiéu co van) va suy than cip. Néu
xdy ra, nén ngung s dung tat ca cac thude chéng loan than, bao
gom ca risperidon.

Bénh Parkinson va chimg mat tri nhé thé Lewy: Can nhic lgi
ich, nguy co khi sir dung thuéc chéng loan thin cho bénh nhan
Parkinson hodc bénh nhén méc ching mét tri nhé thé Lewy. Bénh
parkinson c6 thé tr& nén nghiém trong hon khi ding risperidon. Ca
hai nhom bénh nhan nay c¢6 thé ting nguy co mic hgi chimg an
than kinh 4c tinh ciing nhu ting nhay cam véi cac thubc chéng
loan than. Biéu hién cua tang nhay cam véi thubc chéng loan than
ngoai cac triéu chitng ngoai thap c6 thé bao gdm 14 I4n, thiéu tinh
tao, ngd do mét can bang.

Ting dieomg huyét va dai thdo duong: Da c6 béo cdo risperidon giy
ting duong huyét, khai phat dai thao duong hodc 1am nang hon bénh
dai thao dudng c6 sin. Hon mé do dai thao dudng hiém khi xay ra va
thuong khong lién quan dén nhidm toan ceton. Bénh nhan duoc diéu
tri bang bét ky loai thuéc chéng loan thin khéng dién hinh nén dugc
theo ddi cdc triéu chimg cua tang duong huyét. Bénh nhan dai thao
duong nén dugc kiém tra duong huyét thuong xuyén.

Tang prolactin huyét: Tang prolactin huyét [a ADR thuong gap khi
diéu tri bang risperidon. Pinh lugng prolactin méau dugc khuyén
cao ¢ nhimg bénh nhén c6 dau hiéu cua tac dung khong mong
mudn lién quan dén prolactm nhu vii to & nam gidi, réi loan kinh
nguyét, khong rung trimg, rbi loan kha ndng sinh san, giam ham
muén, i loan cuong duong, hoi ching da tiét sira (hi ching
Galactorrhoea).

Than trong khi dung risperidon cho nhitng bénh nhan ting prolactin
huyét va bénh nhan ¢6 thé ¢6 khéi u phu thudc prolactin.

Kéo dai khodng QT: Tuong tu nhu céc thudc chdng loan than khéc,
thube c6 thé lam ting nguy co gy loan nhip tim. Do dé, can than
trong khi ké don risperidon cho bénh nhan c6 bénh tim mach, tién
str gia dinh c6 ngudi bi kéo dai khoang QT, nhip tim cham hodc réi
loan dién giai (ha kali huyét, ha magnesi huyét), bénh nhan ding
dong thi véi cac loai thube kéo dai khoang QT.

Co gidt: Than trong khi diing risperidon & bénh nhan c6 tién sir co
giat hodc céc bénh 1y khac c6 kha ndng lam gidm ngudng co giat.
Huyét khéi inh mach sdu.: Céc truomg hop huyét khoi tinh mach
da duoc bao cdo khi ding thude chéng loan than. Bénh nhan dugc
diéu trj bing thuée chéng loan than thuong cd céc yéu to nguy o
huyét khéi tinh mach. Do d6 can phét hién tit ca céc yéu to nguy
co huyét khéi tinh mach trudc va trong khi diéu trj bang risperidon
va thuc hién cac bién phap du phong thich hop.

Théi ky mang thai

Chua c6 dir liéu day du vé tinh an toan cta nspendon trén phu nit
mang thai. Tre so sinh phoi nhiém véi thuéc chdng loan than trong
ba thang cuéi thai ky c6 nguy co gip cdc phan {mg bit lgi bao
gom céc triéu chimg ngoai thap, triéu chimg cai thudc & khoang
thdi gian sau khi sinh. D c6 bio cdo vé tinh trang kich dong, tang
hoge giam truong lyc co, run, budn ngi, suy ho hap hodc ri loan
an udng. Do d6, cin theo ddi chit ché tré so sinh o phoi nhiém
Vi risperidon.

Chi sir dung risperidon cho phu nit mang thai khi loi ich vuot troi
guy co.

Théi ky cho con bi
Risperidon va chit chuyén hoa chinh 9-hydroxyrisperidon c6 thé

bai tiét 1 lugng nho vao sira me. Chua c6 diy du dir ligu vé tac
dung khdéng mong mudn khi ding risperidon ¢ tré b sita me. Lgi
ich ctua viéc nudi con béng sita me can dugc cén nhic véi nhimng
nguy co tiém an cho tré.

Téc dung khéng mong muén (ADR)

Thieong gap

TKTW: chéng mat, tang kich thich, lo au, ngu ga, triéu chimg
ngoai thap, nhirc du, hoi ching Parkinson.

Tiéu héa: tao bén, budn ndn, nén, kho tiéu, dau bung, chén an, ting
tiét nuéce bot, dau rang.

Ho hép: viém mili, ho, viém xoang, viém hong, khé thd, nhiém
trung dudmg hé hap trén

Da: ban, da kho, ting tiét ba nhon.

Co - xuong - khép: dau co, khdp.

Tim mach: nhip tim nhanh, ha huyét ap tu thé.

Mit: nhin mé.

Méu va hé tao mau: thiéu méu.

Phan (g bat loi chung va tai vi tri tiém: phu, sbt, mét moi, phan
ung tai vi tri tiém

It gap

TKTW: ri loan van dong, run.

Tiéu hoa: dai tién khong tu chi, kho nubt, dy hoi.

Ho hap: tic nghén dudomg hé hip, kho khe.

Da: ngira, rung toc, cham, d6i mau da, mun trimg ca.

Co - xuong - khap: cimg khdp, yéu co, sung khdp.

Tim mach: kéo dai khoang QT, cham nhip tim, danh tréng nguc,
rung nhi

Mit: viem két mac, tang tiét nudc mat, sung huyét.

Méu va hé tao mau: giam bach cau, tiéu cau.

Phan tng bét lgi chung va tai vi tri tiém: ting than nhiét, khat nudc,
chai sin tai vi tri tiém.

Hiém gap

TKTW: réi loan gidc ngu, cam xic.

Tiéu hoa: viém tuy, tic rudt co hoc, sung ludi, viém mai.

Ho hép: hoi chimg ngimg thd khi ngi, viém phdi, ran phéi, rbi
foan hé hap.

Da: day sing, ton thuong da.

Tim mach: loan nhip xoang.

Mit: tic dong mach vong mac, tang nhan ap, r6i loan chuyén dong
mat, dao mét, s¢ anh sang, dong vay bd mi mit.

Noi tiét va chuyén hoa: rdi loan cwong duong, kinh nguyét, nir hoa
tuyén vi.

Mau va hé tao mau: mat bach cau hat, giam bach cau trung tinh,
ting bach ciu wa acid.

Liéu lrgng va cich ding

Cdch dung

Pudng udng: Ubng 1 1an hoic 2 lan trong ngay. Thoi diém udng
khong phu thudc bira an.

Risperidon c6 thé tiém bip va co delta hoac co mong, khong dung
dudng tiém tinh mach. Hon dich pha xong phai tiém ngay. Néu
qué 2 phiit, phai lc k¥ truéc khi tiém. Nén tiém xen k& hai bén tay
(co delta) va moéng (co mong).

Liéu lugng

Diéu trj tam than phaén ligt

Ngueoi lon

Puodng udng: Khdi dau 2 mg/ngay, chia 1 - 2 lin. Tang dan lidu
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theo dap img 1 - 2 mg/ngay sau mdi 24 giy. Lidy thuomg dung 4 - 6
mg/ngdy. Ding liéu trén 10 mg khong tang higu qua diéu tri nhung
]am ting tac dung khéng mong muén va nguy co trigu chimg ngoai
thap. Liéu tdi da 1a 16 mg/ngay. i
Tiém bip: Khéi dau: 25 mg/ngdy mdi 2 tudn & bénh nhan uéng
risperidon < 4 mg/ngdy va 37,5 mg mdi 2 tudn & bénh nhan uéng
risperidon > 4 mg/ngay.

Piéu chinh ting liéu 12,5 mg mdi 4 tuan.

Trong khi khdi dau risperidon duomg tiém, tiép tuc ding risperidon
dudomg udng 4 -6 tudn va c6 thé dung trong giai doan didu chinh lidu.
Nguoi cao fuoi

Puong udng: khoi dau 1 mg/ngay, chia 2 Iin. Tang din lidu theo
dép img 0,5 mg/lan, 2 lan/ngay t6i lidu lidu thuong dung 13 2 - 4
mg/ngay.

Diéu trj giai dogn hung cim trong réi logn lwong cuc

Ngueoi lon

Puong udng: khoi dau 2 mg/lan, 1 lan/ngay. Tang dén lidu theo
dap img 1 mg/ngay. Liéu thuong ding 1 - 6 mg/ngay.

Ngudi cao tuéi

Pudng udng: Khéi dau véi liéu 0,5 mg/lan, ngay 2 lan. Tang dan
lidu theo dép img 0,5 mg/lén, 2 lan/ngay tdi lidu 1 - 2 mg/ngay,

2 lan/ngay.
Diéu trj tri¢u chirng hanh vi, kich djng ¢ bénh nhan sa sit tri tug
Naedit T

Puong udng: Khéi ddu 0,25 mg/lan, 2 lAn/ngay. Ting din liéu theo
dép Gmg 0,25 mg/lan, 2 lan/ngay. Liéu téi da 12 1 mg/lan, ngay
2 lan.

Diéu trj cdc réi logn hanh vi ¢ tré réi logn phé tr ky trén 5 tuéi
Pudng uéng: Khoi ¢hu 0,25 mg/ngay cho tré ¢6 can nang <20 kg va
0,5 mg/ngay cho tré c6 can ning > 20 kg. Thudc c6 thé cho udng
1 -2 lan/ngay. Lidu lugng duogc didu chinh tuy theo dép img va dung
nap thudc cia timg ngudi bénh. Ti thidu 4 ngay sau lidu dau tién,
lidu co thé tang t6i liéu khuyén céo 0,5 mg/ngay ddi véi tré c6 can
ndng <20 kg va 1 mg/ngay ddi véi tré co can nang > 20 kg. Sau do,
liu nay duoc duy tri t6i thidu 14 ngay. Di voi ngudi bénh khong
dap ing, lidu c6 thé ting cach nhau 2 tudn hodc hon, mdi lan ting
0,25 mg/ngay dbi véi ngudi bénh c6 can ning < 20 kg hogc 0,5 mg/
ngdy ddi voi ngudi bénh c6 can ning > 20 kg. Khi di dat duoc dap
img 1am sang, can nhic giam liéu dé dat dugc can bing gitra hiéu
qua va an toan.

Bénh nhén suy giam chirc ning gan, thin

Khéi ddu uéng 0,5 mg/lan, ngay 2 lan trong tudn dau tién. Tuin
tiép theo ting liéu dén 1 mg/lan, 2 lan/ngdy hogc 2 mg/lan, 1 lan/ngay.
Néu bénh nhan dung nap risperidon duong udng véi liéu 2 mg, c6
thé tiém bip 25 mg méi 2 tuin.

Twong tic thube

Twong tic dirge lwe hoc

Thuéce kéo dai khoang QT: Tuong tu cic thubc chong loan than
khdc, than trong khi ké don risperidon véi cac thudc c6 tac dung
kéo dai khoang QT, vi dy thuc chéng loan nhip tim (vi du quinidin,
dysopiramid, procainamid, propafenon, amiodaron, sotalol), thubc
chong trim cim ba vong (amitriptylin), thuc chéng trdm cim bén
vong (maprotilin), mot sé thude khang histamin, thudc chéng loan
thén khac, thuéc chéng sdt rét (quinin va mefloquin) va thudc gdy mat
can béng dién giai (ha kali huyét, ha magnesi huyét), cham nhip tim.
Thuéce tac dung trén TKTW (nhu rugu, nhém opioid, thude khéng
histamin va benzodiazepin): Than trong khi két hgp do ting nguy

co an thén.

Levodopa va chdt chii vin dopamin: Risperidon c6 thé 46 khng
tdc dung cua levodopa va cac chit chi van dopamin. Néu cin thiét
phai két hop thudc, dic biét 1a & bénh nhan Parkinson giai doan
cudi nén sir dung liéu thdp nhat c6 hi¢u qua véi méi thude.

Thudc c6 tac dung ha huyét dp: Ha huyét ap ¢6 ¥ nghia 1am Sang
da dugc ghi nhan khi sir dung dong thai véi risperidon va thyg,
diéu trj ting huyét ap.

Tuwong tdc dwgc dpng hoc

Risperidon dugc chuyén héa chu yéu qua CYP2D6 va mot phiy
qua CYP3A4. Ca risperidon va chat chuyén héa c6 hoat tinh
9-hydroxy-risperidon déu la co chét cua P-glycoprotein (P-gp). Cé4c
thudc lam thay di hoat tinh enzym CYP2D6 hodc cac chit irc ché
hay cam (mg manh CYP3A4, P-gp c6 thé anh hudng dén dugc
dong hoc cua risperidon va chat chuyén héa c6 hoat tinh,

Thudc zc ché manh CYP2D6: lam ting nong d¢ trong huyét tuong
ctia risperidon va chat chuyén héa c6 hoat tinh. Khi bat diu hoge
ngimg sir dung ddng thoi thubc ¢ ché manh CYP2D6 (vi du
paroxetin, quinidin) déc biét & liéu cao, nén danh gia lai lidu ding
cua risperidon.

Chat tic ché CYP3A4 hodc P-gp: 1am ting déng ké néng do trong
huyét tuong cta risperidon va chit chuyén héa c6 hoat tinh, Khi
bit dau hodc ngimg viéc sir dung dong thai thube trc ché manh
CYP3A4 hodc P-gp (vi du itraconazol), nén danh gié lai liéu ding
cua risperidon.

Chat cam img CYP3A4 hodc P-gp: lam gidm ndng do trong huyé
tuong cua risperidon va chét chuyén héa c6 hoat tinh. Khi bt diu
hodc ngimg sir dung thudc cam (mg manh CYP3A4 hoac P-gp
(vi du carbamazepin), nén danh gia lai lidu dung cua risperidon.
Qua lidu va xir tri

Triéu chung: Déu hiéu va tri¢u chimg thudng gip do su tang manh
nhitng tic dung duogc ly da biét cua risperidon nhu budn ngu, an
thén, nhip tim nhanh va ha huyét ap. Nhimng triéu ching qua lidu
khéc gom khoang QT kéo dai, co giat va ngimg tim - ho hép.

Xir tri: Thiét 1ap va duy tri thong khi dé dam bao cung cAp oxy diy
du. Rua da day (sau khi dat éng khi quan, néu nguai bénh mét y
thire) va cho than hoat. Kha ning y thirc thu hep, ¢6 con dong kinh
ho?c loan truong luc co & dau va ¢ c6 thé gy nguy co hit phai
chat non khi gay non.

Theo ddi tim mach, dién tim d5 lién tuc d& phat hién loan nhip ¢6
thé xay ra. Néu 4p dung liéu phap chéng loan nhip, khong ding
disopyramid, procainamid va quinidin do céc thudc nay cé nguy
co kéo dai QT. Khong dung bretylium do lam ting nguy co ha
huyét ap.

Khéng ¢6 thude giai doc dic hiéu cho risperidon, can dung nhimg
bién phap h tro thich hop. Diéu trj ha huyét ap, suy tudn hoan bing
bu dich, thude tac dung gidng giao cam (khéng dung epinephrin va
dopamin do kich thich beta c6 thé tang thém ha huyét ap do tic
dung chen alph'a cua risperidon). Néu ¢6 triéu chimg ngoai thép
nang, dung thuoc khéng cholinergic. Theo di chat ché cho téi khi
ngudi bénh hoi phuc.

Cdp nhdt lan cudi: 2020.



