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Rileptid’

Vién nén bao phim 1 mg, 2 mg

R, Thuiic ban theo dan
Doc ki hudng ddn st dung trwde khi ding.
Néu cén thém thang tin, xin hdi y kidn bac si.

THANH PHAN

Hoat chat: Trong mdi vién nén bao phim cd | mg hay 2 mg risperidone.

Ta duvyc:

Vién nén bao phim 1 mg: Lactose monohydrate, rinh bt ngd, microcrystalline cellulosa,
magnesium stearate, colloidal anhydrous silica. sodium lauryl sulphate. Ta digc bao phim;
Opadry-Y-1-7000 White (hypromellose, titanium dioxide, macrogol 400,

Vién nén bao phim 2 mg: Lactose monchydrate, tinh bt ngd, mictocrystalling ceflulose,
magnesium stearata, colloidal anhydrous silica, sodium lauryl sulphate. T4 dugc bao phim:
Opadry Yellow 038220015 (hypromellose; titanium dioxide, macrogol 400, quinoline yellow
aluminium lake EEC 104).

DANG BAO CHE CUA THUGC

Vién nén bao phim,

Ma ta:

Vién nén baa phim Rileptid 1 mg: Vién nén bao phim hinh chi nhdt, hai mat hoi lai,
mau trang hay gan nhy tiéng. khdng mdi hay gan nhu.khdng mui, mat mat khac ky hiéu
Eva 751, mgt kia co vach be. '

Vién nén bao phim 2 mg: Vién nén bao phim hinh chit nh1, hai mat hai 16i, mau vang,
khbng mai hay gén ahy khdng mdi, mgt m3t khac ky hidu E va 752, m3t kia cd vach bé.

CAC DAC TINH LAM SANG

Chi dinh didu trj:

* Rileprid dugc chi djnh trong diéu tj bénh 14m than phan lir. Rileptid cuge dung 08 didu 1|
cac con hung cam via dén ngng trong 16i logn ludng cyc.

Rileptid duge chi dinh trong difu tj ngdn ngay (cho déin 6 1wdn) ching gay han kéo dai ¢
benh nhan sa sit ti g wia 4én ndng do bénh Alzheimer ma khang dép ting vdi céc bign
phap khdng dung thudc va khi cd nguy co gdy hai cho bdn thin hay cho ngudi khac.
Rileptid duge dung dé diéu 1 trigu chizng treng mt thei gian ngdn cho dén 6 udn) ching
gay hdn keo dai khi cd rdi logn hanh vi d 1ré 0 5 wai ud 18n va d thanh nién cd ui wé
hot djng dudi mic tung binh hay cd chgm phét wién @m than duge chidn dodn theo tiéy
chuan DSMAV. [ nhitng nguti md mifc d ndng cla cdc hanh vi gy hin hay giy ri logn
khac dai hoi phai ding thudc. Viée difu tn bdng thudc phai 1a mit phdn khdng tach
ti:a m1 phac dd diéu 1 todn dién hon, bao afim ¢d sy can thiép vé 1am 1y x3 hdi va gido
duc. Risperidone nén duge chi dinh bdi mg1 chuyén gia vé thén kinh nhi khoa vé vé 1dm Iy
1é em v thanh nién hay bdi cdc hdy thudc ¢ kinh nghiém trong didu 1j cdc (i logn
hanh vi d 118 em vé thanh mién.

-

Liéu lugng va cach ding: ,

Rileptid duge dung d& udng. Thire an khéng &nh hudng dén sy hip thu cda Rilepiid.

Bénh tam than phan liét

Nguai fon: 06 10 udng Rileptid ngdy m1 1dn hode ngdy hai [dn. Phéi bt déu vai lidu
risperidone 2 mg/ngay. Vao ngay thi hai cé thé 1ang liéu [én 4 my. Sau d6 cb 1hé gid nquyén
liéu lwgng, hay diéu chinh theo 18ng cd nhdn ndu cdn, Ba s cc bgnh nhin ding lidu mdi
ngay tiong khodang 4 va B mg. M1 piai dogn tham 08 lidu chdm hon va lidu khdi ddu va duy
itl thip hon cd the thich hgp han cho mét s& bénh nhén. Liéu tén 10 my/ngay khiing cho
ihidy hiéu qua han cac lidu thap hen va cd 1he 1dm 13ng xdy ra céc trigu ching ngoai thap.
Eiéura (énh gid tinh an todn cha cdc idu cao hon 16 mp/ngay, va do ¢o khong nén ding cdc
liu nay.

Ngudi cae tudi: Nén ding liéu khai du 0,5 mg udng ngdy hai 1dn. C 1hé digu chinh lidu
lugng néy theo ting c& nhdn cho dén 1-2 mg ngay hai lén, méi l4n tang 0,5 mg ngdy hai n.
Tré em: Khong nén dung Risperidone cho 1€ dudi 18 twdi mdc banh tdm thén phén liét vi
con thif 58 ligu vé tinh higu qud.

Cac con hung cm trong 16i logn luing cyc

Nguoi Iip: Phai ding Rilepuid ngay mt ldn, bat déu vai lidu risperidane 2 mg. N&u cén phai
giéu chinh fiéy, thi khodng cach diéu chinh khong dugc ngdn hon 24 gio va vdi mic 1ang mfi
Ién 1 mg trong ngdy. C4 thé dung risperidona vdi lidu 1hay ddi 1rong khoang | dén 6 mg mfi
ngay 66 161 vu hod muc g gy qua va dung nap thudc cda bénh nhan. Cha danh gid liéu
ca0 hon 6 mg md1 ngay d cac bénh nhén cd cac con hung cam.

Cang gibng nhy mgi diéu 1 iy ching khac, viée ding |3u dai Rilepnid phai duge lién e
danh gia va bién minh,

Ngurdi cao fud’: Nin ting lidu khii ddu 0,6 mg ngay hai l4n, Lidu lugng nay cd hé didu
chinhi theo wng cé nhan cho dén 1 dén 2 mg ngdy hai Idn, vdi mbi lén 1dng 0,6 mg ngdy hai
Ién. Vi kinh nghiém 1§m séng & ngudi cao Wwdi can han ché, nbn cén phi thin ugng.

Tré am: Khong nén dung nsperidane cho 1€ dudi 18 wdi co con hung cim do 16 logn ludng
cye vl con hidu cac s6 |igu vé tinh hidu qud.

Ching géy han kéo dai ¢ b§nh nhin sa sit trf te§ vira dén ning do bjnh
Alzheimer

Nén ding liéu khdi ddu 0.25 mg ngay hai 1. Néu cdn, ¢d th didu chinh lidy 1heg g cd
nhén véi méi 14n ting 0,25 mg ngdy hai 1dn, nhiung khang thydng han mdi hai ngay. Lidu 1di
uy cho da s@ cac bgnh ahin 18 0,6 mg ngdy hai Idn. Tuy nhién mt 56 bEnh nhdn cd 1hd phii
céin dén lidu | my ngay hai 1n,

Knoing duyc dung Rilepiid ldu hon B wdn ¢ bnh ahdp co chung gay hdn liEn 1ye do penh sa
suu vl wé Alzheimer. Trong kin diéu iy phéi ddah gid binh nhén thudng xuyén vd ddy g3n, va
nhu céu kéo ddi viEc difu trj phai duqe 141 danh gis.

DX laon hianh i

su lién quanl. Phdi thin IIUHQ‘H'II dﬂng Rileptid cho nhing béah nfan dang cd tAng prolactin
trong rffall ':'a- nhlh’rq bénh qhﬁn cd thé mic cac khfli u phy thude vin prolactin,

QT kéo dai: 0T kéo dai 11 higm kh durge b can rong qua tinh had mal, Cong N va
edc thudc chdng logn thn khac, phai thin tigng khi chi djn risperidone chanhdng bénh
nh&n mdc béah tim mach, wang qia dinh ¢d bénh su OT kéo d3i, nhip tim chdm, hay cd i
logn chat didn gidi |gidm kali mu, gidm magié mau), i cé the cd ting nguy v tac dyna ady
logn nhip. va khi phdi hgp vt cic thude 13m kéo da khodng QT.

Co gidt: Phii thin trong khi ding Rilapiid cho nhilng bénh nhan cé bénh s ca gidt hey méc
cdc bénh khdc ma cd khé ngng 1am hy thip ngudng co gidt.

Cuong dau duang vire: 06 th xdy ra chitg cvang dau dvag vit khi ding Rileptid do tac
dyng chen thy thé giao cdm alpha cda thude.

Biu hod than nhigt: Cic thudc chfng loan thdn duge cho 13 13m co thé mdt di kha ning
gidm than nhigt trung tam. Cdn c6 cham soc thich hgp khi chi dinh Rileptid cho b§nh nhin 13
nhing nqui cd thé sé gap nhizng tinh hudng gdp phdn vao vige [am tang thin nhigt trung
tam, nhy vén ¢gng nhigu, mai tredng rdt ndng, cd ding cong lic cde thude cd hoat 1inh
chéng tiét cholin, hay bj mat nudc.

T3 drge: Rileptid cd chia lactose. Khing duge ding thuic nay néu bénh nhén cd mac cde
ching di truyén hiém gap khién khang dung nap dugc galactose, bi thifu men lactase Lapp
hay by ching kém hdp 1hu glucese-galaciose.

Diing thudc cha tré em va thanh thiéu nign: Tnsc khi chi dinh rispenidone cho tre em
hay thanh thigu nién cd rdi logn hanh vi thi nhitng bénh nhin ndy phdi duge danh gid ddy du
vé cc nguyEn nhén thyc the hay xd hgi coa hanh vi gdy hin nhu 13 sy dau ddn hay nhu cdy
khéng thich hgp (¢ mai trang,

Phai theo ddi sét tdc dyng an 1hdn cda risperidone & nhom bénh nhan ndy vi cd (hd cd nhitng
h3u qué wén khd nang hge hoi. M3t sir thay ddi 1rong 1hai diém ding risperidane cd thé cdi
thién tac ding cua sy a0 thin tén kha ndng ch y cda 1ré em va thanh thiéu nién, L
Risperidane lam tang trung binh cén ndng va chi s6 khii lvgng ca the (BMI). Cdc thay ddi vé
chigu cao trong nhilng nghién citu ma md dai ngay déu ndm trong chudn dy kién cho timg
toi. Anh hudng cia viée diéu 11 1u ddi vdi rispendone trén sy tvdng thanh tinh dyc va
chidu cao chva dugc nghidn cu ddy d.

Do ¢4 thé ¢6 nhing dnh hudng cda viée prolactin 1dng 1rong mau kéo ddi udn sy phdt tridn va
twgng thanh tinh dyc d 1d em va thanh nidn, nén phdi xem xét dén vige danh gid Hm sang
thung rwyén vé tinh tigng ngi tid1, bao gdm viée do chidu cao, cdn ngng, sy tivdng thanh
tinh dyc, theo di hoat dgng kinh nquyét, va cdc dnh higng khdc cd 1hé ¢d do prolactin.
Trong khi diéu tri voi nispendone. cing phai thim kham thudmng auyén d8 tim cde tidu ching
ngogi thap vi cac 18l logn cir dgng khic,

VE liéu lugng cy 1hé khuyEn cdo cho tré am vih thanh thidu nidn, xem phin LIEV LUONG

va CACH DUNG.

Diing thudc cho ngurai cao tugr: Ngudi coo wéi cd sa st ui w. Ty 1§ 1 vong néi chungy:
Agudi cao twdi cd sa sdt tri w khi ddng cdc thude chdng logn thin khdng dién hink cd 1y 1§
1 vong tdng so vdi nhom dung gid dugc. khi phdn tich tdng hgp 17 thit nghigm cd d6i chitng
vdi cdc thudc chdng loan thin khdng didn hinh, kd cd risporidone. Trang cde thd nghigm dd
chung cd gid duge cda risperidone o nhdm bénh ahdn ndy, ty 1§ wf vong la 4.0% 1eong nhom
risperidone so v 3.1% trong nhdm dang gid duge, Ty sudt chdnh (khodng tin ¢dy chinh xde
95%) 14 1,21 (0.7. 2.0). Tudi tung binh {khodng twdi) ca cdc bénh nhdn uf vong 14 86 wdi
{khoang tudi 67-100),

§4 Ly 10 hai nghién cdu quan sd1 cd quy md Ién cho thdy & nhitng ngudi cao 1di b sa sdtul
1wé va duge didu tr) vii cde thude chdng logn thdn quy vde cing cd mat sy gia 1ang nha nguy
ta 1 vong khi 5o sinh vdi nhang nguai khdng duge didu 1), Khong £o s6 ligu ddy 00 06 vic
tinh wvdng chc me df chinh xdc cua nguy ca nby vd khdng bidr nquyén nhén cia sy gia 1ing
nguy o d6. Néu 1t dn mdu sé dgc didm cda bgnh nhdn b moe 9 c6 hé duge quy cho
thude chéing logn thin trong vidce [dm 1dng nguy co 1l vong (hdy 1rong cie nghién ciu mé 13
1a khing 15.

Rileptid khdng dugce phép ding o€ diéu 1 cc 161 logn hanh vi do sa st ul we.

Ding dong théi vei furosemide. Trang cdc thif nghigm ddi chung cd qid duge cia
risperidone @ nguii cao tudi b sa st tf twg, 6 mt ty 1§ 1 vong cao hon trong nhdm dung
furosemide cung vdi nisperidone (7.3%; wdi trung binh B9, khodng wdi 75-97) khi so sanh vl
nhom diing rispendane don thufin (3.1%: wdi trung binh 84, khodng tudi 70-96) hay nhom
dang furosemide don thudn [4.1%: 1edi trung binh B0, khodng Ludi 67-90). Sy gia 1dng 1w
vong d bénh nhén ding furosemide cung voi risperidone duge nhan thiy ¢ hai tang bin thi
nghig¢m 13m sang. Viéc ding cng ldc risperidone vai cac thudc Igi tiéu khdc [chd you 1
thudc Iqi 1i¢u thiazide liéu thp) khéing cha thdy cac két qud wong 1y,

Chua biét dugc co ché sinh Iy bénh nao cd thé gidi thich phdt hién ndy, va khdng 1hdy mgt
khudn mdu néo vé nguyén nhan 1 vang. Tuy ahién, e khi quyés dinh ding thudc cdn phai
thin trong va phéi xem xét lgi va hai khi phdi hgp hay ding cung lic vl cc thudic lgi 16y
mgnh. Khi ding cung lic nspendone vai cc thufic Iy téu khdc khdng thy co gia ting 1y 12
tif vong. Cho du 13 vai bat ky diéu 1r) gi, thi sy mat nude 18 yéu 18 nquy co ndi chung cho 1t
vong vé do d6 cdn phdi thgn rgng Uranh ddi vdi bénh nhan cao tdi by sa so1 i tud,

Bién cd'bat Igi ¢ mgch mav ndo; Tiong céc (i nghigm d6i ching co gid duge ¢ cac
bénh nhdn ca tudi bj sa sut el 1w, cd mt ty 1§ cao hon dng ke (tdng gdp khodng 3 1n) vé
bién ¢6 b3t lgi & mach mu ndo. nhu 15 ddt quy (k€ cd 1 vong) va can thifu mau ndo thadng
qua ¢ bénh ahdn dang tisperidone 5o vd1 nhdm dung gid duge (tudi Irung binh B5: khodng
tudi 73 d€n 97). Cac 6 ligu gdp fai 10 sdu nghin ciru ddi ching ¢ gia duge, chd yéu ¢ banh
nhén cao tudi {lgn hon 65 tudi] bi sa sit i wé, cho thdy cdc bign ¢f b3t Igi & mach mau ndo
(ké cd ndng va khdng ndng) xdy ra d 3.3% (33/1008) bénh nhdn ding risperidone va ¢ 1,2%
(8/712) bénh nhdn ding gid dugc. Ty sudl chdah (khodng tin ciy chinh xdc 95%) 13 2,96
(1.34.7.80), Chua biét 1 co ¢hé cla sy gia 1dng nguy co nay. Khiing thé logi i mdu sy gia
1dng nguy co d6i vai cac thude chdng logn than khac hay @ cac ahdm benh nhan khic,

Phdi thgn rgng khi dung Riteptid cho bdnh nhdn cd yéu 16 nquy co bj dot quy.

Nguy co bi bidn cd b1 lgi vé mgch mdu nao cao hon dang ké 6 Ahdng bénh nhdn sa st ti
wf thudc typ phéi hyp hay 1yp mach mdu khi 5o sénh vdi sa sut ti g do binh Alzheimer,
Do dd céc bénh nhdn sa st i wé thuge cdc (jp khdc vdi bénh Alzheimer khong duge dung
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Tré em vé thanh nién 10 5 dén 18 wii: nén ding lidu khai ddu 0.5 mg ngay mét lan néy
cd can ndng bang hay 1rén 50 kg. Néu cdn, cd thé diéu chigh liéu thea ting cé nhan vdi mdi
I4n tang 0,5 mg ngay mdt Idn, nhung khang thuiing hon mdi hai ngay. Ligu 16i wu cho da s
cac bénh nhan 13 | mg ngay mdtI&n. Tuy nhién, mgt sG bénh nhan cd thé chi cdn 0,5 mg
ngay mét 14n trong khi mgt s6 khdc lai cd thé cdn dén 1,5 mg ngay mgt lan. Bi vdi benh
nhén ndng dugi 50 kg, nén ding liéu khdi ddu 0,26 mg ngay mdt [dn. Néu cdn. cd the diéu
chinh lidu theo 1wng ¢ nhan vai mi 1n 1dng 0,25 mg ngdy mdt 1an, nhung khdng thudng
hon mdi hai ngay. Liu 16i v cha da sé céc bénh nhan 13 0,5 mg ngdy mat [4n. Tuy nhign,
mat s¢ bénh nhdn cd thé chi cén 0,26 mg ngdy mdt 14n trong khi mat s khac lai cd thé can
dén 0,75 mg ngay mljt‘lén,l
Cang gidng nhu mai dieu tri triéu chitng khdc, viec ding lau dai Rileptid phdi duge lign tyc
dénh gid va bién minh,
Knhdng ding Rileptid cho tré dudi 5
nay.
Suy than va suy gan: Bénh nhan suy than cd khd ndng thai tr thinh phén thudc cd hogt
tinh chdng logn than kém hen 1a nqudi Idn cd chire ndng thén binh thtdng. Bénh nhdn suy
chifc nang gan ¢ ndng dg thanh phan risperidone ty do trong huyét wang téng.
Bt ké chi dinh diéu tri ndo thi liéu khdi dau va liéu tiép thea phdi dugc gidm mdt nta, vé
viée tham da liéu phai dugc tién hanh cham hon ¢ bénh nhén ¢o suy thin hay suy gan.
Phdi thén trong khi ding Rileptid cho cac nhom bénh nhan nay.
Khi nguna thude, nén gidm liéu tir 1. Céc wigu chiing cai thudc cdp tinh, bao gdm budn ndn,
ndn, dd md hoi, va mat ngd rét higm khi duge bdo céo sau khi ngung dgt ngdt edc thude
chdng loan thin dang dung vai liéu cao (xem phan PHAN UNG BAT LOI). Ciing cd thé 18i phat
cdc 1igu chung 1am than, va co bao cao xay ra cdc rdi loan ¢t dgng khang e cht (nhu 13
ngdi, ném khdng yén, loan teong lyc co va logn van dong).
Chuy#n tir cac thudc chdng loan thén khdc: khi thich hep, Ite bat dau ding Rileptid thi nén
ngyng 1t 1 thudc diéu tri tnege dé. Cdng thé, néu thich hop thi khi chuyén W céc thudc
chéng loan thén cd 1éc dung kéo dai, nén bat ddu viéc diéu 1rj vdi Rileptid vao thdi diém cla
1an 1iém ké 1iép. Sy can thigt phai tiép we cac thude uj bénh Parkinsan dang dung phai duoc
dinh ki tai ddnh gia.

i vi chira cd kinh nghigm & 1é dugi 5 wai mac banh

Chdng chi dinh: _ ; .
Qua man vdi hoat chat hay vdi bdt ky thanh phdn 18 duge nao cda thudc.

Canh bao va than trong khi sir dung: :

Ha huyét ap tw thé ding: Do hoat tinh chen alpha cda risperidone, cd thé xdy ra hg huyél
ap (1 thé ditng), nhat Ia trong giai doan d4u khi dang tham dd lidu. Ha huyét dp dang ké uén
1dm sang da dugc thay (rong giai Goan hau 1dp thi khi'ding cung lic risperidone vdi thudc 1)
1ang huyat dp. Phai thin trong khi ding Rileptid cho nhing ngudi duge bit 1a cd bénh tim
mach {nhy suy tim, nhéi méu ca tim, dén truyén bat thudng, mat nudc, gidm thé tich mau,
hodc bénki mach mau nao), va liéu lugng phai dugc thdm do 1 W nhyr da duge khuyén céo
{xem phan LIEU LUGNG va CACH DUNG). Phai xem xét viéc giam liéu néu cd xay ra ha huyét
ap.

Huyét khai finh mach: B3 cd bao cio nhing trvdng hap huydt khi tinh mach khi ding
cdc thude chdng logn than. Vi céc bénh nhin duge didu trj vdi céc thudc chdng logn than
thudng méc phai cdc yéu 18 nguy co bi huy8t khi tinh mach, nén wudc va tong khi ding
Rileptid phai nhan dién moi yéu 16 nguy co bj huyét khdi tinh mach co thé cd va phai dp dung
cac bién phdp phong ngua. )

Loan vén ding mugn/céc trigu chiing ngoai thap: Cac thudc vdi d3c inh ddi khang
thy thé dopamin cd lién quan dén viéc gay ra ching logn v§n dgng mudn vdi dac diém 13 céc
cir dong nhip nhang khdng ty chi, chi yéu cda ludi va/hodc mat.

Sy xuat hién cac triéu chitng ngoai thap 1a mat yéu 18 nguy ca cho loan vin dong mudn. Néu
xudt hién cdc dau higu va wriéu chiing cua loan vén dfng mugn thi phai xem xét dén vigc
ngung 141 ca cac thudc chdng logn than. .

Hai chitng an than kinh c tinh: Wi ching an thén kinh dc tinh, vdi ddc diém 14 sét cao,
cung co, thén kinh 1y d9ng khang dn dinh, thay ddi  thitc vi 1dng ndng d§ creatine trang
huy&t thanh d3 duge bdo céo xdy ra vdi céc thudc chdng loan thdn. CAc ddu higu khac co the
bao gém myoglobin-niéu {1iéu sgi co vén) va suy thin cap. Trong trudng hap ndy, phdi ngung
141 ¢ cac thudc chéng logn thén, k& cé Rileptid. |

Bénh Parkinson va sa siit tri tug cd thé Lewy: Thiy thudc phai can nhac Igi va hai khi
chi djnh céc thudc ching logn than, k€ cd risperidone, cho nhing bénh nhan méc banh
Parkinson hay bi sa siit 1l tué cd thé Lewy. Bénh Parkinson cd the td ngng néu ding
risperidone. C4 hai nhom bénh nhan ndy c6 thé cd 13ng nguy co bj Hi ching an thdn kinh dc
tinh ¢dng nhy ¢d tang nhay cdm vdi cac thude chdng logn thén; cac bénh nhén ndy dé khong
dugc 1hu nhjn vao cac 1hit nghigm 14m sang. Céc biéu hién cia sy 1ang nhgy cdm cd the bao
g6m ching In, vo 1ri gidc, tu thé khong vitng vai nhiéu 14n ngd, ngodi céc trigu ching ngoai
thdp.

Téng dudng huyét;: Tang duing huyé hay bénh dai théo dudng dang ¢ ud nng hen da
duge béo cdo wong md1 @ 1t hiém trudng hap ding risperidone. Nén cd sy theo doi fam
sang thich hgp @ nhitng bénh nhan mac dai thao duang hay & bénh nhén cé yEu 16 nquy co
phét wién bénh dai thao duirng.

Téng prolactin trong médu: Cic nghién ciru cay mé cha thy 14 sy phdt trign coa (8 bao
trong cac khéi u vil & ngudi cd thé b kich thich bai prolactin. Tuy cho dén nay chra chiing
minh dugc sy lién quan rd réng vdi viéc ding cac thudc chdng loan thén 1rong céc nghidn ciu
lam sang va dich 1€ hoc, nhung nén thn wgng khi dung thudc cho nhitng bénh nhan cd bénh

risperidone.

Thay thuéc cdn danh gid Igi va hai khi ding Rifeptid cho bénh nhan cao tudi by sa st i i,
¢6 lwu ¥ dén cde y8u 16 tién dodn nguy co bi dét quy cho ting bénh nhian. Bénh nhan/nqui
cham sdc bénh nhdn phai lvu ¥ bdo cdo ngay cac ddu hidu va triéu chirng cda bién cd bat Igi
vé mach mdu ndo cd thé co, nhur 13 ddt nadt thay yéu nguai hay théy bi 8 o mat, tay hodc
chan, hay co kho khan trong vigc ndi hay nhin, Phai xem xet khang cham té dén moi phrung
an didu 1, bao gm ca vigc ngung risperidone.

Chi duge ding Rileptid vai mit thiti gian ngan trang ching gy han kéa dai @ bénh nhdn sa
sGt tri 1é vira dén nang do bénh Alzheimer d& b sung cho céc bign phap khing ding thudc
khi cac bién phép ndy khang cd hidu qua hay chi cd hiéu qué gidi han va khi cd the cd nguy
¢t banh nhn 1 gay hai cho minh hay cho nqudi khac. Phai tdi danh gid bénh nhdn thidng
xuyén, vé 1ai danh gid nhu cdu kéo dai didu i,

Tuung tac vii cdc thudc khdc va cac dang tuong téc khic:

Ciing nhu vdi cac thudc chdng loan thén khdc, nén than trong khi chi dinh risperidone cung
vdi céc thudc dugc biét 1 [am kéo dai khoang OT, nhy céc thude chang loan nhip nhdm la
{nhu quinidine, dysopiramide, pracainamide), cac thudc chdng laan nhip nhm IIl (nhy !
amiodarone, sotalol), thudc chéing trdm cdm ba vang (nhy amitriptyline), thudc chdng trdm
cam bdn vong (nhu maprotiline), mt vai loai thudc khang histamin, cdc thudc chng loan
than khac, mot s6 thude trj s61 rét (nhy chinice va mefloquine), va voi cdc thudc co gay mat
can bang dién giai (ha kali-huyét, ha magié-huy&1), 1am nhip tim cham, hay céc thudc vc ché
sur chuyén hod risperidone 6 gan. Danh sdch ndy chi cd tinh liét ké chu chua ddy du.

Khd ndng Rileptid téc ding dén cdc thudc khac: Phai thin trong khi phdi hep
risperidone vdi cac thude ¢d té¢ dung trung tim, bao gdm nhat 13 negu, ché phdm co thudc
phién, thudc khéng histamin va benzodiazepin do co tang nguy co gdy ngu.

Rileptid c6 1hé ddi khang vdi tc dyng cla levodopa va cac thude chi vin dopamin khac. Néu
xé1 thdy viec phdi hap nay la cdn thiét, ddc biét [a bénh Parkinson & giai dogn cudi, thi phai
diing cac thudc véi liéu thap nhdt ma van cé higu qud.

Ha huyét dp dang ké vé mt lam sdng da duge thiy trong theo ddi hju mdi khi ding cng lic
risperidone vdi thudc tri ting huyét dp.

Khéng thdy Rileptid 1dc dgng cd ¥ nghia,vé mdt lam sang 1rén duge ding hoc cia lithium,
valproate, digoxin hay topiramate.

Kha néng cdc thudc khéc tdc ddng dén Rileptid: D3 nhdn thiy 1 carbamazepine cd
1am gidm néng d§ trong huyét wong cia thinh phdn chdng logn thin cua risperidone, Cac
1ac ddng twang 1y cing co thé duge thdy vdi rifampicin, phenytoin va phenobarbital [ nhitng
thudc gdy cam ng men gan CYP 3A4 cing nhu 13 P-glycoprotein. Khi bit ddu ding hay
ngung carbamazepine hay cdc thudc gdy cam ung men gan CYP 3A4/P-alycoprotein (P-gp)
khac, thi thdy thude phai 1di ddnh gid lidu lvgng cua Rileptid,

Fluoxetine va paroxeting, céc thudc iic ché CYP 206 lam tang ndng d{ trang huyé1 iwong cla
tisperidone. va it hon déi vdi thinh phdn cd hoat tinh chiing logn than. Nouti 1a cho ring cdc
thudc ge ché CYP 206 khac, nhu 13 quinidine, cd thé dnh hudng dén ndng dd 1rong huyét
wng cua fisperidone theo cach weng . Khi vige phdi hgp vdi Iluoxetine hay paroxetine
duge bat ddu hay ngung, thdy thudc phai 1] danh gid liéu lugng cla Rileptid.

Verapamil. mgt thudc ve ché CYP 3A4 va P-gp, lam 1dng ndng 4 risperidone 1rong huydt
twong.

Galantamine va donepezil khdng cho thay co téc dyng cd y nghia 13m sang trén duge dgng
hoc cda risperidone va trén thanh phén cd hogt tinh chdng loan thén,

Phenothiazine, cac thudc chdng trdm cdm ba vong va mit s thudc chen béta cd the 1am
tang ndng dg trong huyét wong cua risperidone nhung ddi vdi thanh phdn ¢6 hoat tinh chdng
logn thén thi khdng. Amitiptyline khang dnh hydng dén dugc dgng hoc cia risperidone hay
cla thanh phdn cd hoat tinh chdng logn than. Cimeridine va ranitidine [Am tng sinh kha
duyng cua risperidone. nhung ddi vdi thanh phdn cd hoat tinh chdng loan thén thi lam tang rat
it. Erythromycin, mit thudc Gc ché CYP 3A4, khing lam thay ddi dwae ding hoc cia
risperidone hay cda thanh phan co hoat tinh chéng loan thén.

Viéc ding phdi hgp cac thudc kich thich tdm thén (nhu methylphenidate) vdi Rileptid o ué em
va thanh thidu nién khang lam thay ddi dugc ddng hoc hay hiéu qua cia Rileptid.

Vé vige tang 1 vong d ngudi cao twdi bj sa sut tri wé khi ding ddng thdi vdi furosemide, xem
phan THAN TRQNG.

Khang nén dung ddng thiri Rileptid dang udng vdi paliperidone vi paliperidone 1 chdt chuyén
hod ¢é hoat tinh cua risperidone va viée phdi hap hai thudc ndy c6 thé ddn dén tang phoi
nhiém vai thanh phdn cd hoat tinh chdng loan thén,

Tré em: Cic nghién ciu vé sy wong tac mdi chi dge tién hanh wén ngudi ldn.

St dyng thudc cho phy n& cé thai va cho con bu:

Ding thudt khi cd thai va cho con bu: Tré s sinh phai nhiém véi céc thudc chdng loan
than (bao gém risperidone) trong ba théng cudi cia thai ky cd nguy ca bi phan tng bat lyi bao
gdm cac tridu ching ngoai thap va/hodc cai thudc, ma mic dd ndng va thii gian kéo dai cia
cdc trigu chitng ndy cé thé thay ddi sau khi sinh. Ba ¢ cac bao cdo vé kich ddng, 1dng tvang
ligc. giam treong lyc, run 1@y chan, ngd ga, suy h hdp, hay an udng rdi loan. Do dd phai theo
ddi cdn than tré so sinh. 5

Khéing duge ding Rileptid khi ¢d thai tri khi thuc s¢ cdn thigr. Néu cdn phai ngung thufic khi
¢d thai thi khdng dugc ngung dat ngdt.

Trong cdc nghién cyy wén dang vaL, risperidone va $-hydroxy-risperidone durc 1iéT vao sifa
me. Da chiig minh (3 risperidone va 9-hydrony-risperidone cdng duge tiét vao sia me cua
nguai vi lvgng nhd. Chua cd cac 56 ligu vé phan ing bat lgi xdy ra ¢ tré bu sda me. Do do
tén can nhdc loi ich coa viée bi sda me voi nguy cd cd thé xdy ra cho (e,



..

Anh hudng cia thuéc dén kha ning lai xe vé van hanh mdy mde:

Rileprid ¢o thé co anh hudng nhe hay vira dén kha ndng Iai xe va vin hanh‘rna'.r mdc do co
kha nang tac dyng trén hé than kinh va thi giac (xem myc Cdc ;?c dyng khung mgng_muc'n}.
Do dé khuyén bénh nhén khang nén I4i xe hay vén hanh méy méc cho d&n khi bigt (G sy nhay

cém cua ting cd nhan.

Tac dyng khing mong mudh: . E el A
Cac phgn tng bt lgi do thudc dugc bao cao thdng nhat (ty 1§ 210%) 13: hai chitng

Parkinson, nhic du va mat ngd. ) : :
Sau day Ia 141 cé céc phan ng bt Igi do thudc dugc bao cdo trong cdc thif nghigm lm séng
va trang giai dogn hau mai. Cac thudt ngl va 1y I¢ sau day duge dp dung: rdt thudng gdp
(21710}, thuong g3p [=1/100 dén <1/10). khing thudng gdp (2171000 dén <1/100), hiém
g3p [=1/10000 dén <1/1000). rét hiém gdp (<1/10000}, va khang ré (khong thé udc lvgng
qua cdc 6 liéu hign co tr the nghiém 1am sang). o

Trong titng nham 1y 18 xy ra, cdc téc dung khang mang mudn dugc trinh bay theo the 1y mifc
d ndng gidm dén. . i
Cac phan tng bal Igi do thudc theo tng co quan va 1y 18 xay ra.

Nhiém khudn va nhidm ky sinh ting:

Thutng gap: viém phdi, cum, viém phé quan, nhiém teing dudng ha hdp rén, nhiém tring
duing tiéu. | '

Khdng thudng gap: viém xoang, nhiém virdt, nhiém tring tai, viém amidan, viém md 1€ bao,
viém tai gida, nhiém tring mat, nhiém 1ring khu 114, viém da do ve; nhigm tring dudng hd
hép, viém bang quang, bénh ndm madng. &
Hiém gap: viém tai gida man tinh.

M3u va hé bach huyér:

Khang thugng g3p: thidu méu, gidm tigu cdu,

Hiém gap: gidm bach cdu hat.

Khdng rd: ma1 bach cau hat.

Hé mién dich:
Khing thuitng gap: qué man.
Hiém gap: qua mén vdi thuoc.

Khong rd: phan (ng phén vé.

N tigt:

Hiém gap: hi ching bai 1iét horman ching bai nigu khing phi hap.

Chuyén hda va dinh dudng:

Thudng gap: 1ang them @n, gidm them an.

Khong thuang gdp: chan dn, khat nudc nhiéu.

Rat higm gap: nhiém 1oan-ceton do ddi théo dudng.

Khéng rd: ngd ddc nudc,

Tam thin:

Rét thuiing gap: mét ngd.

Thuing gap: o du, kich ddng, 16i loan gidc ngu.

Khong thugng gap: tinh trang 14n, hung cém, gidm ham mudn tinh duc, thir o, cang thang.
Hiém gap: khdng dat cyc khodi, mAt quan tdm hirng thy.

Hé thén kinh:

Rat thugng gdp: hdi chung Parkinson®, nhic déu,

Thuang gap: ngdi, ném khang yén?, chdng mét, run tay chan®, loan tvang lyc cob, ngd ga, an
thén, ngd im, logn vén djng®. )
Knong thudng gap: khang phén tng vai kich thich, mdt  thic, ngdl, giam mifc dg y thiic, tai
bién mach mau ndo, con thifu mau ndo thodng qua, logn vén ngdn, rdi loan tdp trung, ngl
nhiéu, ching m31 t thé ding, rdi logn thang bang, logn vin ddng mugn, 1di loan 1gi noi, bt
thudng trong phéi hgp, gidm cdm gidc.

Hiém gap: hdi ching an than kinh dc tinh, htn mé dai thdo duing, rdi logn mach mau ndo,
thiéu mau cyc bo @ ndo, rdi logn o diing.

Ma:

Thirang gdp: nhin mo.

Khong thudng gép: viém két mge, mdt sung huyBr, matcé chdt g, mat sung, mat khd, tang
chay nudc mat, s anh séng.

Higm gap: gidm thi lyc, ddo mal, tang nhan ap.

Ting cdn

Ty 1¢ cac bénh nhan ngudi Ign mé&t 1am than phén ligvduge diéu 1 vii rispendone v 0id
duoe co dat mac téng 27% wong lvgng co thé dugc so sanh qua mdt tdp hop cac thi nghigm
ddi chung co gid dugc kéo dai 6 dén B tudn, cho thay ty 1€'1dng can @ nham risperidone lin
hgn mat cach € y nghia {18%) so vai nhdm ding gid dwge (9%). Qua mt tdp hap £aC nghiin
ciru d6i ching ci gid dudge kéo dai 3 wén & bénh nhan ngudi [én ed ean hung cdm cdp tinh,
ty 18 téng cén ¢ méc téng 27% cing tweng duang trong nhdm risperidone [2,5%) va nhdm gid
duge (2.4%), va heti cao han trong nhom dung thudc ddi ching (3,5%).

Trong céc nghién cifu kéo dai 6 nhdm 18 em va thanh nién cd di (oan hanh viva rdi logn gdy
h&n khac, cd si tang can trung binh 1 7,3 kg sau-12 thang diéu tri. Mc dg tang cén dy kign
 1ré binh thuting 1t 512 twdi 1a 3 dén 5 kg méi nam. Tir 12-16 tudi, mfc 40 tang 3.dén 3 kg
méi nam ndi 1rén durge duy 11 & té gai, trong khi & 1ré nam 13 vao khodng 5 kg moi nam.
Théng tin thém vé cac nhom bénh nhén dic bit: cic phan dng bat lgi do thuc. mé dugt bdo
¢40 14 xdy ra nhiéu hon & bénh nhan cao twdi bj sa sut ri tug hay cdc bénh nhi so vdi nhdm
ngudi ldn, dvge mo 14 dudi déy: : PRI

Bénh nhén cao tudi cd sa st tri tué: ( bénh nhén cao tdi bi sa Ut trf (wé, con thigu
méu ndo thodng qua va 1ai bign mach méu ndo I4 nhing phan tng bat lgi do thudc thdy trang
céic thir nghiém 13m sang vai ty 16 1,4% va 1,6% wong tng. Ngodi ra, céc phan ung bét lgi do
thudc sau day dugc bdo cdo vdi 1y & =5% & cac bénh nhdn cao wdi bi sa st i wwé va vdi it
nhat 13 nhiéu gdp hai 13n 1y 18 thay & cdc nhom ngudi tredng thanh Khac: nhiém tring dutng
tiéu, phu ngoai bién, ngd lim, va ho.

Bénh nhan tré em; Cic phan ing bt lgi do thudc sau day duge bdo cdo vdi 1y lé 25% 0
cdc bénh nhdn 18 em (5 dén 17 wai) va vdi {t nhdt 13 nhiéu gdp hai lén ty 1§ théy trong cic
thi nghiém 1dm sang & ngudi tredng thanh: ngd ga/an than, mét moi, nhifc ddu, tang thém
an, ndn, nhiém tring dugng h hap trén, nghet mdi, dau byng, chong mat, ho, sdt, run tay
chan, tiéu chdy, va dai dém. ' :

Thing bdo cho bic sinking tac dung khing mong mudn gip phai khi s dung
thudc.

Qui ligu:

Trigu chePng: Noi chung, cdc dau higu va tigu ching dugc béo cao 13 do sy 1dng qua mac
cac dc dyng duge Iy da duge biét cia risperidone. Gdm cd tinh trang ngui ga va an than, nhip
tim nhanh va huygt ap thp, va céc tridu chitng ngogi thap, Khi qua liéu, khodng OT keéo dal
va co i3t d duge bao cdo. Tigu ching xodn dinh d3 duge bdo cdo trong 1sing hp cing bi
qua liéu vai nsperidone va paroxetine. !
Trang truing hgp qud lidu cdp tinh, phai xem xét dén kha niing cd lién quan dén nhigy logi
thud.
X ted: Thidt 13p va duy ) mgt duing khdng khi thing sudt va bao dam cung cdp ddy di oxy
va thang khi. Chi xem xét viéc nia dg day (sau khi dt 6ng khi qudn néu bénh nhdn hdn mé)
va ding than hagt tinh cang vdi mdt thude nhudn trwdng khi viée udng thudc xdy ra it han
mgt gid uwdc dé. Phdi bat ddu theo ddi tim mach ngay 13p tic va phdi bao gdm theo dai lién
we dign 1dm dd d8 phat hién logn nhip cd thé xdy ra.

Khdng cd thudc gidi dde ddc higu cho Rileptid. Do dd phai thyc hign cdc bién phap ha trg

thich hgp. Ha huyét dp va truy wén hoan phai duge diéu trj vdi cde bién phdp thich hgp nh
dich wuyén tinh mach va/hodc ding thudc kich thich thén kinh giao cam. Trong nséng hyp cd
cac Iriéu chitng ngoai thap ndng, phdi ding mgt thude chang Liét cholin. Phdi tiép tyc gidm
sat va theo ddi cho dén khi bénh nhan hdi phyc.

CAC BAC TiNH DUQC LY

Dic tinh duye luc hoc:

Nhdm 1d¢ dung duge 1§ tri ligu: céc thude chang logn thdn khac

M3 ATC: NOSA X08

Duge ly hoc: Risperidone 1a mgt thudc ddi khdng mongaminergic cé chon lge vdi nhirng dic
tinh rigng biét. Thudc cé 4 lyc cao vdi cac thy thé serotonin 5-HT, vé dopamin Dy.
Risperidone cing gan vao thy 1hé alphaj-adrenergic va o & lyc thdp han vdi thy thé
histamin Hy va thy the alphag-adrenergic. Risperidone khdng cd a1 lyc vdi cdc thy thé
cholinergic. Mac du risperidane [ mgt cht ddi khdng manh vi Dz, duge xem 13 cdi thign céc
triéu ching duung 1inh cla bénh tdm thén phan ligt, nhung thudc it gay de ché hoat dgng vé
van dng va it gdy chung gidf nguyén theé hen céc thudc chdng loan thdn cd dién. Su ddi
khang cdn bang gida serotonin va dopamine trung vang ¢é thé |am gidm nquy co 1d¢ dyng
phy ngogi thap va md réng hoat tinh diéu i sang cdc Iridu chang &m tinh va trigu ching cdm
wic cia bénh tam thén phan lige.



Tai va mé dan:

Khang thuang gap: dau nhu tei,  1ai,

Tim:

Thudng ggp: nhip tim nhanh. g

Khing thudng gap: bldc nhithd, bidc bd nhanh, rung nhi, nhip xoang chim, hdi hip.

Mach méu:

Khang thung gip: huyét ap thap. ha huy8l dp w thé dung, dd birng.

Knhong ra: 0 cd bdo cao nhing tong hap huyét khdi 14¢ tinh'mach, k€ ¢d nghén mach ¢
phidi va huyét khdi ¢ tinh mach séu khi ding cac thudc chéng logn thin,

Hd hap, ldng ngyc va trung that:

Thutng gap: kho thd, chdy mau cam, ho, nghet mdi, dau hyng-thanh qudn,

Khong thutng gip: kho khe, viém ppfii do sac, sung huydt & phai, 1di loan hd hip, tiéng ran ¢
phéi, sung huyét dudng ha hap, khan tiéng.

Hiém gap: hdi chiing ngung thd khi ngu, tang thing khi.

Tigu hod: i :

Thising gdp: non, tiéu chéy, 1do bon, budn ndn, dal bung, khé tiéu, midng khd, khd chiu & da
diy.

Khdng thudng gép: nudt khd, vigm da day, dai tién khang kiém ch dirge, u phin.

Higm gap: 13c rudt, viém tuyén tuy, sung mdi, viam méi,

Gan mdr:

Higm gap: vang da.

D& va md dudi da:

Thuriing gdp: ban, ban dé,

Khdng thung gap: phi mach, thugng 18n d da, bénh d da, ngua, wing cd, da dai mav. ryng
16ng toc, viém tiét ba nhim, da kha, 1ang sung.

Hiém gap: vay da ddu.

Co xurong va mé lién két:

Thuang gap; dau nhie khap. dau lung, dau d tay chin.

Khing thudng gap: yéu cv, dau nhiic co, dau ¢d, sing khip, 1 thé bat thuing, cdng khdp,
dau nhirc cr xwong § nguc.

HiEm gap: ching tiéu oo vén.

Than vi duing tiéu: y M g
Thuing gap: déi dam.

Khing thudng gap: tigu kha, tiéu khong 1y ch, tidu .

Thai kj. giai dogn héu san va chu sinh:

Khang r5- hgi chitng cai thudc ¢ 1ré s sinh xem mye THAN TRONG).

Hé sinh sén va vu:

Khang thirding gap: v kinh, 1di logn chic ndng tinh dyc, rdi loan cuapg duong, 1fi logn xudt
tinh, it nhiéu sda, chang to vi & dan dng, rdi logn kinh nguyét, huyét trdng.

Khing ro: cuong dau duong vt y

Cac tac dung phu todn thén v tgi ndi ding thudc:
Thuing g3p: sot, mét moi, phi ngoai bién, suy nhuge, dau ngye. H
Khdng thudng gap: phis mat, dang di rdi logn. cam thay bt thedng, u8.0di, bénh gidng nhu bj
cim, khat, kho chiu & ngyc, dn lanh. Hiém gdp: Pho todn dién, hg than nhigt, hii chung cai
thudc, lanh & ngogi bién. iy
Xet nghiém: i
Thrng gdp: 18ng prolactin trong mau?, 13ng can. -
Khéng thuémg gap: OT kéo dai wén dién tam 06, dign 1am d6 bat thirng, tang dudng huyél,
13ng transaminase, giam sé lugng baeh cdu, tang thén nhiél, 1ang bach cdu i toan, gidm
hemoglobin, téng creatinine phosphokinase trong méu. v ke
Hiém gdp: gidm than nhigt. ) ;
@ Trong mil s6 trwng hap, 1ang prolactin trong mu ¢o thd d4n dén chung to vd ¢ dan fing,
16i logn kinh nguyét, v6 kinh, tét nhiéu sda. s )
b T \hé xay ra 161 loan ngogi 1hap: HGi ching Parkinson (18g it nidc hot, cing o xuang,
hai chiing Parkinson, chdy nudc dai, co bi cumg lgi nh banh xe ring cua, vin dong chim,
giam chifc nang v4n dgng, vé mgt nhy deo mat ng, bap thit cang l3i, ligt oo chdt lat, gdy dr
cing, bap thit do ciing, déng di Parkinson, va phn xg d gfic mdi bt thuing), ngdi. ndm
khong yén (khdng ¢ yén, 1dng vén dng, va hi chung chan khéng d yén), run tay chén, logn
van ddng (bap thit co gigt, mia gigt, mua vin, v3 gigt rung cu}, logn truang lye o
Logn taang lyc co bao adm loan 1ruong lye co, co co gigl, tdng trvong lyc, veo cd, coco
khang 1y chu, £o ca cing, co that mi m&1, vén nhan, ludi bj liét, co gigu mdt, co glat !hanh e
quan, tang tryong lic £, ngudi u@n cong, co gigt migng-hdu, thén co cung bén, co gigt ludi,
vé cting khit ham. Run bao gdm run tay chén va run dang parkinsan khi nghl. Luu § 1a cd mgt
sff nhigu hn céc trigu ching da dugc 1igt ke ma khing nhdt thiét |3 do ngu6n gc ngoai thap.
Sau day la mit danh sdch cac phan dng bdt lgi khdc do risperidone duqe xdc rlmh 14 phdn
ung bt Ii do 1hudc théy tong cdc thit nghiém 14m sang vdi risperidone dang tiém co 1éc
dyng kéo dai, md cdc phdn ung nay khting duyc xem 1a phén dng bt lyi do |hu§c 110ng ¢ac
1t nghiém 14m sang vai risperidone dang ubing, Bang ndy khang ké céc phin tng bt lgi do
1hudc dic trung cho dgng hao ché d¢ tiém khi ding risperidone dang tiém co tac dyng kéo
dai, i
Cac phan ung bt lgi do thuc khdc dugc bdo cé_a khi ding Risperidone dgng tifm cd rac
dung kéo dai nhyng khang thdy khi udng Risperidone, sdp xEp theo g cv quan
Cac xé1 nghigam: Giam can, (ang Gamma-glutamyliransferase, 18ng meN gar.
Tim: Nhip tim chdm.
Mau v bach huy8t: Gidm bach cdu trung tinh.
Hé thiéin kinh: 0j cdm, co giat.
Mat: Co thdt mi,
Tai va mé dao: Chang mas.
Tigu hoa. Dau rang, to that ledi,
Da vé md dudi da: Cham,
Crr auang, mo lién ket va swong: Bau mong. X L
Nhigm khudn va nhigm k§ sinh ong: Nbiém tring dudng ho hép dudi, nhiém 1ring, vidm
duling ruft, p ve dudn da.
Chin thwong va ngd dic: Npa
Mach mau: Tang huyét dp.
Tdng qudt vé 1ai noi ding thudec: Bau nhirc.
Tam thdn: Tedm cam.
Tic dyng cua nhdm thuge
Ciing ph cac thude ehfng Iogn thdn khac, rdt hidm khi khodng OT kéo dai duge béo cdo
trong grai doan hiw maj cla risperidone. C4c 14 dyng vé tim khdc, cé lién quan 68n nhdm
|h|iﬁc. dirge thiy vdi cac thudc chfing loan than cé kéo dai khodng QT bao gdm loan nhip
1ha1, rung thét, nhip nhanh thal, d§iid, ngung tim va xodn dinh.

Bic tinh dugc djng hgc:

Risperidone duac chuyén hod thanh 9-hydroxy-risperidane, 13 chdt cd hogt tinh dutrc Iy wweng
1s nhir risperidone (xem ChuyBn hia va Thai ).

Risperidone dugc hifp thy hoan toan sau khi udng, dat ndng dg dinh trang huyét twang trong
¥ong | dén 2 git. Sinh kha dyng tuyét di khi udng cda risperigone 13 70% (CV=25%). Sinh
kh dyng twang ddi khi udng vién nén cia risperidane 13 94% (CV=10%] so vdi dang dung
dich. Sy hdp thu khdng bj dnh hutng bifi thire &n va do g6 cd thé udng risperidane kém vii
thic &n hay khéng ciing dugc. Trang théi cén biing dang lvc cua risperidane dat duac trong
vong 1 ngay o phén Idn céc banh nhan. Treng thii cén bang ddng e clia B-hydroxy-
risperidone dat dugc trang vong 4-6 ngay udng thudc.

Risperidone duge phan b nhanh chdng. ThE tich phan bd1a 1-2 I/kg. Trang huyér urang.
risgeridene dugc gan vio albumin vé alphal-acid glycoprotein. Ty Ié risperidone gan k&t véo
protein huy§t wang fa 90%, cda S-hydroxy-risperidone 13 77%.

Risperidone due chuyén hod bai CYP'206 thanh S hydroxy-risperidone. {2 chét co hogt tinh”
duge If twang 1y nhy risperidone. Risperidong cung vii 9-hydroxy-risperidone tao nén thinh
ghén co hogt tinh chéng loan 1hén. Cép chét chuyen hod CYP ZDE manh sé nhanh chang bign
ddi risperidone thanh S-hydioxy-isperidone, lrong khi cdc chét chuyén hod CYP 206 yéu sé
bién ddi risperidone chdm hon. Tuy Cée chdt chuyén hod manh cho @ nfing 44 risperidane
1hap hon v ndng dg §-hydroxy-risperidene can han so uai cac chat chuyén hod yéu, nhung
duge dong hoc k&t hap cda risperidone vA S-hydroxy-risperidone (nghia Ia thénh phin o hoat
tinh chéing loan thén), sau cac liéu duy nhdt va lidu I3p lgi, cing tvong Ly & cac chdt chuyén
ho# manh vé chuyén hod yéu CYP 206.

M@t con dirdng chuyén hod khéc cua risperidene 13 sy khd alkyl. Trong cac nghién ciry in vitio
¢ nguii, cac 1id the d gan cho thay r8ng risperidone ¢ ning dd lim sang thich ddng khang
iz ché nhidu sy chuyén hod cua cac thudc duge chuyén hod bdi céc cytochrome P450
isoenzyme, bao gdm CYP 1A2, CYP 2A6, CYP 208/9/10, CYP 206, CYP 2E1, CYP 3A4, v CYP
JAS, Mt tuén sau khi udng thudc, 70% liéu thufe dugc thai trong nudc tidu va 14% tiong
phin. Trong nuc tiéu, risperidone cing vdi 8-hydroxy-risperidone twong ung vdi 35-45% cda
liw thudc.

Phén con 1ai I3 cac chdt chuyén hod khing co hogt tinh. Sau khi téc bénh nhdn tim thén
ufing thuéc, risperidone dutc thai 1 vai thfi gian ban huy khodng 3 gig. Thai gian ban huy
ciia Shydroxy-risperidone v3 cda thanh phén thudc cd hogt tinh chdng logn thén 3 24 gid.
Ndng dd trong huyét wong cia risperidane 1§ 1§ theo liéu lugng trong pham vi liéu diéu 1.
Mat rghién ciu vai liéu duy nha1 & ngudi cao twdi cha thy trung binh ndng d{ trong huyét
wong cia thanh ghén cd hoat tinh chdng loan thin 13 cao han 43%, thai gian ban huy dai
hon 38% v sy thai i cda thanh phdn cd hogt tinh chdng logn thén co giam di 30%. 0 bénh
nhan suy than, théy ndng d9 trang huyét wwung cua thanh phéin cd hoat tinh chéng logn than
cao hon va sy thai 1 cua thanh phén ¢g hoat tinh chéing lagn thn gidm han trung binh -
§0%. Néng d7 risperidone wrong huyét twang 14 binh thitdng @ binh nhén suy gan, nhumg
thénh phan risperidone ty do trung binh 1rong huydt wang tng khodng 35%.

Dugc dgng hoc cua risperidone, S-hydroxy-isperidone va thanh phén cd hoat tinh chéng loan
thén 6 wé em cdng twung 1y nhy & ngudi Idn, i

Mgt phén tich duge dgng hoc dén sd cho thiy khdng cd dnh irdng rd rang cia gidi tnh,
ching 1c hay thdi quen hit thude I8 1én duge ding hoe cla risperidane hay thanh phin co
hoat tinh chdng fagn thdn.

Si ligu an toan tidn lim sdng: i '

Trong cac nghién cdu vé dgc tinh mgn (bin c4p). 1rong dd chut va chd chia trudng thanh
finh dyc duyc bét d3u cho udng thubc, thy cd cdc dnh hudng phy thudc vao lidu lugng xdy
ra & dviing sinh dyc dyc va cdi vh & uyén vi. Cdc dnh hudng ndy cd lién quan dén sif gia
13ng ndng 09 prolactin trang huy€t thanh, hu qua cia hogt tinh e ¢chd thy thé dopamin D;
cua isperidone. Ngodi ra, cac nghién ciu cdy mo cho thy 13 sy phat trifin cac 1 bao tong
khdi u vi & nguai cd th bj kich thich bdi prolactin. Risperidone khang co gdy qudi thai o
chudt va thd. Trang cac nghién ciu vé sy sinh san d chugt ddi vdi risperidons, 1hdy cd cac
4nh hygng bat Igi én hanh vi phdi gidng ¢ cdc dng vit cha me, vA rén can ngng khi ginh '
va sy séng st d Ita con. 0 chu. sy phai ahiém véi risperidone khi con wong ulf cung cd lién
quan dén khiém khuyét kha ndng nhn thirc khi tidng thanh. Cc chit ddi khdng dopamin
khac, khi cha vao ddng vat dang mang thai, ¢d gay dah hudng tigu cyc trén sy phit widn vé
hoc héi v vn ddng & lra con. Trang mdt nghién cuu vé dde 1inh d chugt con. thify cd tdng I
vong & chugt con va m@t sy chim wé trong phat vrién thé cha1. Trong mgt nghién v kéo dai
80 wén § ché con, thy sy ting thanh tinh dyc bj chim 1ré. Oya teén dign tich dudi duing
bidy dién ndng do-thi gian, sy phat rién cia xuong dai ¢ chd khdng bj anh hudng khi cho
liéu cao g3p 3.6 1an liéu 16i da ding cho thanh nién (1,5 ma/ngay); trang khi d6 thiy co dnh
huting tén cic xuang dai va sy ivdng thanh tinh dyc khi cho lifu cao gdp 15 lan liéu 161 da
dong cho thanh nign.

Trong mit logt céc T nghigm. risperidone khing cd dge tinh vdi gen. Trong cdc nghién cifu
vé tinh géy ung thu khi uéng risperidone d thugt v chudt nhat, thy cd téing xdy ra u uyén d
wyén yén (chugt ahat). tuyén wy (chudt), va tuyén vii (c4 hai loi). Cac khdi u nay cd thé cd
lién quan dén sy dai khdng dopamin Dy kéo dai va sy gia 1dng prolactin wrong mau. Chua 16 y
nghfa cda viée phat hign cdc khéi u nay d loai ggm nhdm ddi vdi nguy co cho nqudi. Trong in
vitra vi in vivo, cdc mé hinh uén dong vit cho thdy lifu cao risperidone co thé kéo dai
khodng OT, c6 lién quan dén viéc teén Iy thuyét 1am 13ng nguy cd' xay ra xodn dinh ¢ cdc bénh
nhdn.

cAc pAcC TINH DIJC HQC

Han ding: . .

Vién nén bao phim 1 mg: 48 thing ké 1 ngdy san xudl,
Vién nén bao phim 2 mg: 36 thang ke 1 ngdy san xudl.

Cénh bao dic bigt vé bdo quan:
Bap quan thudc & nhigt ag dudi 30°C rong bao bi géc.
0# xa tdm tay cla tré em.

Quy cach ddng goi: . . ‘
Trang mdi vi thudc (b&ng OPA/AL/PVC/ /Al cé 10 vién nén bao phim. Trang moi hp thufic co
6 vi (6D vign) cdng ta hudng ddn st dyng.
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