* AgiRISDON'2

WHO-GMP

Thubc nay chi ding theo dom thubc
Boc k§ mrémg din str dung trwdre khiding
Pé xa tim tay tré em

Thanh phén céng thire cho 1 vidn nén bao phim:
Thanh phin hoatchét:
RISPEIAON. .....vecev et ettt cnee e st s e e asas st st st sa e m s ben s b b 2mg
Thanh phén ta dwge: Lactose monohydrat, Dicalci phosphat khan, Natri starch
glycolat, Natri lauryl sulfat, Croscarmellose natri, Magnesi stearat, Hydroxypropyl
methylcellulose 608, Titan dioxid, Polyethylen glycol 8000, Talc, Polysorbat 80,
Pham mau sunset yellow lake. i '

Pang bao ché: Vién nén dai bao phim mau cam, hai mit c6 vach ngarfg, kich thuée
4mmx8mm.

Chidinh:

Cac bénh logn thin, déc bigt tam than phan liét cAp tinh va mantinh.
Didu tri ngéin ngay cac dot hung cam cép tie vira dén niing.

Cach diing, lidu ding:

5:Gach dung: Ulng thubc 1 1n hodc 2 14n trong ngay, o6 thé ubng lic no hay-déi vi
thirc &n khdng anh hudng dén su hip thu qua dwdng tiéu hoa cua risperidon. Néu
budn ngl nhiéu, udng * 14n vae lic di ngl. Khéng dugc udng véi nwée ngot, cola,
nwécche. - .
Ligu dung:

Tam thén phén liét:
- Ngwi Ién, idu dAu tién ngay thie nhét: 2 mg udng 11an hodc udng lam 2 1aningay.
Ngay the hal: 4 mg ubng 1 [An hodic ubng lam 2 1n/ngay. Ngay thir ba: 6 mg uéng 1
1&n hodic ubng tam 2 [An/ngay. Tir ngay thir tu tré di, 1idu s8 duy tri khong &8i hodic
didu chinh theo ngwdi bénh néu cAn. Lidu luweng t6i da théng thweng: 4 - B mg/ngay
ubng mat 1A hogc ubng lam haildn. )
Tuy nhién, theo kinh nghiém 1am sang gén §ay, cho théy li&uthich hop hon & didu tri
cho phan I&n ngwéi banh khde manh bj tan thdn phan liét nhw sau: Lidu ddutién 1 -
2 mag/ngay, tang dan lidu mdi ngay tang 1 mg trong vaing 6 - 7 ngay, nédu dung na
duwgg, cho i lidu dich 4 mg/ ngay. Vi ndng a8 &n dinh ca 9-hydroxyrisperidon (chal
chuy@n hoa c6 hoat tinh) trong huyét tieong cf thé chura dat dugc trong 7 ngay, nén
thuwdng didu chinh lidu leng phi thire hign it nhét cach nhau 7 ngay.
- i vé&i nguwdn tré va abi véi nguwan didu tri iAn dau, lidu dAu tién cb thé thdp hon (vi
dy 1 mg/ngay) va didu chinh lidu cham hon cho & li8u dich d4u tién 2 mg/ingay; sau
d5, lidu ¢o thé didu chinh t&i 4 mg/ngay tity theo dap (png 1am sang dé dat dugc lidu
nhéd nhit ¢ hiéu qua v&i phan (g phuy it nhét. Nhitng ngudi bénh ndy thudng co
lidu t4i wu risperidon tiy 1- 3mg/ngay. :
- M6t 6 ngudri bénh didu tri 13n dAu bét dAu cb trigu chirng ngoai thap mdt khi lidu
tang trén 2 mglrigay. Phai gidm lidu khi bét dAu ¢6 trigu chimg ngoai thap. Lidu vot
qua 6 mg/ngdy (chia lam 2 I&n uéng trong ngay) khdng higu qua hon ma con gay
nhidu phan tng phy. DG an todn cla lidu vurgt qua 16 mg/ngdy chwa dwoc xac dinh.
Thevi gian didu tri ti Lru biing rispéridon uéng hién nay chira biét, nhung didu tri duy
tri bAng risperidon uéng lidu 2-8 mg/ngay t6 ra co higu qua dén 2 n&m. Nguibénh
cAn phéi dwec danh gia dinh ky dé quyét dinh o6 tiép tuc didu tri niva khong.
Bénh ldmg cyc: ’
Nguditén: Digﬁ tri dot hung cam va dot h8n hop clia bénh ledng cwe: Ubng lidu diu
tién 2- 3 mgubng 1 13n mdi ngay. Lidu cb thé ting hodc gidm 1 mg/ngay khoadng cach
Kkhong dudi 24 gitr. Higu qua chéng hung cam {antimanic) ngén ngay (3 tuln) cda
risperidon d4 duwec chirng minh véri lidu lugng tir 1 - 6 mg/ngay. Do an toan cia lidu
virgl qua B mg/ngay chira duwgc xac dinh. Thoi gian t6i wu didu trj bénh lwéng cyc
béng risperidon chura biét. Néu didu tri qua 3 tudn, can dinh ky danh gia nguy co diéu
tri kéo dai va lpi ich clia thude cho tirmg ngudi bénh.
Lidu luong troing suy than va suy gan, nguii cac tudi, hodc nguwi cé nguy co bj ha
huyét ap thé dung: Vi s\ d20 thal risperidon c6 thé bj gidm va nguy co vé tae dung
phy, déc biét 13 ha huyét &p thé dimg, tiing Ién & ngui suy than va ngudi cao tudi,
nén phai b&t dAu diéu tr] risperidon vai liéu giam bat, dung 0,5 mg, ngay 1 hoac21an
va téng |&n khi cin va khi ¢6 thé dung nap dworc, voi long gia ting khéng qué 0.5
mig, ngay 2 I4n; téng lidu qua 1,5 mg, ngay 2 1n, phai dugc thue hign khoang cach it
nhat 7 ngay. Khong nén duy tri lidu virgt qua lidu 3 mg/ngay cho ngudi cao tudi,
Ciing chn gidm lidu & ngudi suy gan vi nguy co tang lugng risperidon t do & ngui
bénh nay.
M5t s6 lipu ¥ ddic bigt vé xir Iy thuc tneére va sau khi sir dung thude:
Khong <5 yéu cau d%c bigt vé xir 1y thubc sau khi s dyng.
Chéngchidinh:
M3n c&m véi risperidon hodc voi bt ky thanh phan nao cla thuébc.
Ngureri bénh dung qua liéu barbiturat, ché phém c6 thudc phign hoic nequ.
Cénh bao vathén trong khi ding thudc:
Cactinh trang cn thdntreng:
Cé6 thé giam thiéu nguy co.xdy ra ha huyét ap thé dirng va ngét trong khi didu tr voi
risperidon bang cach han ché lidu ban dAu & 1 mg, ngay 2 1an, cho ngudi binh
thudng va 0,5 mg. ngay 2 Ian, cho ngudi cao twdi hodc suy nhuwoc, ngudi o suy
iam ehirc ndng than hodc gan va ngdi dé bj hodic cd nguy ¢ biha huyet ap.

nguéi co bénh tim mach (xo cng ddng mach nang, suy tim, rdi loan din truyén),
bénh mach maunao, hodc nhiing trang thai dé bj ha huyét &p (vi dy, mat nudc, gidm
Itru Irgrng mdu, liéu phap chéing tiing huyét ap ddng thevi) va & ngurdi o6 tidgn st déng
kinh, co cimg co' hoac hél chirg Parkinson, cAn phai ding lidu thép hon va bt dau
didu tri véi lidu thép.
Vi risperidon c6 thé 1am réiloan kha néng phan doan, suy nght va k§ néng van déng,
ngwdri bénh khang nén vén hanh nhirng may moc nguy hiém, ké ¢a xe gan dong co,
cho téi khi biét chéc 1 risperidon khang géy téc dung khdng mong mudn néu trén.
Ngwéi dai théo duéng hodc ngurei o6 nhidu nguy co bi dai thao dudng (béo, giadinh
6 tidn sir méc bénh dai théo dudng...) khi dung bat cir mét thudc khdng dién hinh
nao bao gbm cd risperidon phai theo dbi sat glucose huyét. ) ‘
Ngutvi bi hoi chirng Parkinson hodic sa st tri tué khi diing cac thudc chdng loan than
bao gém risperidon cé thé tang nhay cam voi thudc chong loan than. Biéu hign Iam
sang: L{t8n, mét thang bing dé nga, triéu chirng ngoai thap. Cén theo ddi sat..
Than trong khi dling thudc cho ngueér 6 tidn st co gidt.
Than trong khi cho ngurdvi cao tudi bj sa sut bri tué uding thudc vi co thé bi séc hitvao phéi.
Thuéc dung cho tré em, phai theo déi can néing, thuéc l&m téng tiét prolactin. Tac
dgng lau dai ctia risperidon dén sy phat trién va tredng thanh clia tré chura duwgc biét
dhy du. - . . .
Thuéc nay chira lactose. Banh nhan c6 van dé di truyén hiém gép vé khéng dung
nap galactose, thiéu enzym Lapp tactase hodc kém hap thu glucose-galactose

- khéng nén dingthube nay. s
Thuéc nay chiraphim mau (sunset yellow lake) va o thé gay ra phan rng di ng.

Sir dyng thubc cho phy nir ¢6 thai va cho con bi:

Thdi ky o6 thai:

Khéng diing risperidon cho ngLedi trong thdri ky mang thai.
Thai ky cho conba:

Ngureri dang dung risperidon khdng nén che con bu.

Anh huérng ciia thudc 16n kha ning i xe, van hanh may méc:

Vi risperidon ¢é thé gay chdng mét, ngd ga, 1am rdi loan kha nang phan doan, suy
nghT va k¥ ndng véan dgng, nguerdi bénh khong nén 14i xe hofc van hanh nhikng may
méc nguy hiém cho téi khi biét chic |14 risperidon khéng gay téc dung khéng mong
mudn néutrén.

Twong tac, twong ky cliathube:

Twongtac: .

Quinidin ¢4 thé iam tang tac dyng bléc nhi - thét cla risperidon. ‘

Risperidon ¢4 thé [am taing tac dung ha huyétap cia thudc chéng ting huyét ap.
Risperidon c&thé déi khang véi tac dung cia levodopa va thude chi van dopamin.
Vige s dyng lau dai carbamazepin cung véi risperidon c6 thé lam ting tac dungclia
risperidon.

Vide slr dung clozapin cling véi risperidon céthé lam téing tac dung cla risperidon.

. Do nhirng tac dung chii yéu trén hé thin kinh trung weng cla risperidon, phai ding
libu risperidon th&p hon khi phdi hgp v&i nhirng thubc tac dung trén thén kinh frung
wong khacva rwgu, .

Trong tht c& nhirng treérng hop nay, céin phaidigu chinh lidu lugng.
Twong ky: Do khong cé cdc nghién eiru vé tinh twong ky cda thube, khéng trén 1an
thubc nay véi cac thubc khéc. | '

Téc dyng khdng mongmudn ciathude: | | ) L
Phan (rng thubc bt lgi dugc list ké dirdi day theo thik 1 giam dan theo thn suét xuét
hién: R4t thwarng gdp (21/10); thuéng gap (21/100 va <1/10); it gdp (21/1000 va
<1/100); hiém g&p (21/10000 va <1/1000); rat hiém gép (<1/10000), khdng rd tan
su#t (khang thd wére tinh tir nhing 6 ligu co sin).

Tén, dja chi clia oo 8& san xuét thude:

Nhirng tac dung khdng mong muén thuéng gap trong khi didurtri véi risperidon 1a o 3u,
ngli ga, triéu chimg ngoai thap, chdng mat, tao bon, budn néh, khé tigu, viém mai; ban
va nhip tim nhanh. Nhirng tac dung khéng mong mudn thutmq gap khi ngirng thudc
gdm tridu chirng ngoai thap, chdng mat, tang ddng, ngui ga va budn ndn. :
Thuong gép .

Thén kinh trung wong: Chéng miit, tiing kich thich, lo du, ngd ga. triéu chirng ngoai
thap, nhizc du, hdi chirng Parkinson. -

Tiéu hoa: Tao bon, budn nén, ndn, kho tigu, dau bung, chan &n, tang tiét nudc bot,
dauring.

H6 hép: Viém mii, ho, viém xoang, viém hong, kh thd.

Da: Ban, dakhd, ting tiét ba nhérn.

Thén kinh - co - xwong - khép: Bau khép.

Tim mach: Nhip tim nhanh, ha huyét &p tur thé.

M&t: Nhinme.

Khac: Pau lwng, dau ngye, s6t, mét mai, nhidm khudn dudrng hd héptrén, loan chire
nang sinh dyc. o

Hiém gap

Thén kinh frung wong: Gidm tap trung, trdm cam, |&nh dgm, phan (rng tang trreng
Irc, séng khoai, tang duc tinh, mét tri nhé, néi khé, chdng mat, trang théi siing s, di
cam,lalan.
Tigu hoa: Day hoi, tiéu chay, ting ngon miéng, viém migng, phan den, kho nudt, 1,
viém daday. ) .

Hb hé&p: Th& nhanh, co thét phé quan, viém phdi, thérrit.

Da: Tang hodc gidm ra md hdi, treng ¢&, rung toc 18hg.

Tim mach: Tang huyét &p, gidm huyét ap, phu, bibc nhi - thét, nhdi méau cortim.

Mét: R&i loan didu tiét, kho mét. o

NGi tiét va chuy&n hoa: Gidm natri huyét, téing hodic gidm thé trong, tang creatin
phosphokinase, khat, ¢ai thao dudng, tiét stra khéng thudc ky cir, mét kinh, dau
kinh, to va dan 6ng. . .

Tiét nigu - sinh duc: Dal dAm, a4l ra mau, dai kho, dau vi phy nir, chdy méu gitia ky
kinh nguyét, chdy mau amdao. , . W
Huyéthoc: Chéy mau cam, ban xuét huyét, thiéu mau.

Khac: Rét run, khé chju, trigu chizng giéng bénh cam.

Hutmg dan céch xGrtriADR .

Tuy risperidon khac cac dan chit clia phenothiazin vé héa hoc, risperidon 6 thé gay
ra nhiéu ADR clia phenothiazin, nhung khdng phai tét ca. ADR cla risperidon va cla
phenothiazin cé nhidu va cé thé lién quan dén hAu hét céc co quan trong co thé., Tuy
cac ADR nay thwérng hdi phyc dugre khi gidm lidu hodic ngirng thube, mt s6 ADR cb
thé khong héi phic va hiém hon, 6 thé tir vong. Nguyén nhan phinién dwecchola
do ngirng tim hogic ngling thé do mat phan xa hau, can mot s 1 vong khdng xac
dinh 16 nguyén nhan duge cho I3 tai thude, .

Néu thay hdi chirng an thén kinh ac tinh, mét phirc hep trigu chirng c6 thé gay tr
vong vé&i nhi(ing bigu hién d3c tring 1a gidm truong ue co, trang thai siing so, sbt,
huyét ap khong n dinh, myoglobin huyét xay ra, can nging thudc ngay va didu tr
v dantrolen hodc bromocriptin. ) .

Néu ngudi bénh can didu tri véi thube chéng loan thin sau khi khéi héi chirng an
thén kinh 4c tinh, phai xem xét cin than vigc diing lzi thudc. Phai theo di cn than, vi
hoi chikng nay co thé tai phat. Khng cé liéu phap ddi vai loan dong mudn, cothe xa
ra & ngudi bénh didu tri véi thude chdng loan than, méc du hdi chiing nay o6 thé
thuyén gidm mdt phan hoic hoan toan, néu ngirng dung thubc. Néu ddu hiéu vatridu
chirng cla loan déng mudn xudt hign & nguwdi bénh diéu tri véi risperidon, can
nglmg thudc. Tuy vay, mdt 56 ngudi bénh van cé thé didu trj véi risperidon, mac du
c6 hdi chirng nay. - -

Qua lidu va cach xdrtri:

Qualidu:

N6i chung, nhiing déu hiéu va triéu chikng thuéng gap 18 do sy ting manh nhiing tac
dyng dugre ly da biét cha thude, nhuy bubn ngu, an than, nhip tim nhanh va ha huyét ap.
Nhirng tac dung khac gbm khoang QT kéo déi, co gigt, vangimg tim - hé hép.

Xirtri: -

Thiét 1ap va duy tri thdng khi d& dam bao cung cAp oxy ddy dG. Rira da day (sau khi
dat dng khi quan, néu ngwdi bénh mat ¥ thire) va cho than'heat: Kha nding y thiévc thu
hep, c& con dang kinh hodc loan trvong lyc co & d4u va ¢b sau qua lidqu o6 thé gay
nguy co hit phai chat ndn khi gay ndn. Phat bit dAu theo dai tim mach ngay vé theo
doi dién tam ad lién tuc d& phat hign loan nhip ¢t thé xay ra. Néu 4p dung ligu phap
¢héng loan nhip, khéng dling disopyramid, procainamid va quinidin, vi gay tdc dung
kéo dai QT, cfng hop véi tac dung clia risperidon. Tac dung chen alpha adrenergic
clia bretylium cting céng hop voi tac dung cila risperidon din dén ha huyét ap. Do
@6, nén diing nhirng thudc chdng loan nhip khac ngoai thudc ké trén.

Khéng o6 thube gidi déc ddc higu véi risperidon, _cén duing:nhirng bién phap h tryy
thich horp. Didu tri ha huyét 4p va suy tudn hoan béing truyén dich finh mach va/hoic
cho thuéc téc dung gidng giao cém (khong diing epinephrin va dopamin, vi kich thich
beta ¢4 thé tang thém ha huyét 4p do tac dung chen alpha clia risperidon gy nén).
Néu co triéu chirng ngoai thap niing, ding thube khang cholinergic. Theo dBi chit
ch@ cho téi khi ngurvi bénh hdi phyc. -

Bic tinh dweere Ive hoc:

Nhém dwgc ly: Thude chéng toan than.

MEATC: NOSAX08. .

Risperidon la thubc chéng loan than khang dién hinh logi benzisoxazol (cdn gpi 14
thudc chéng loan thin thé hé thir hai). Thudc cb tac dung d6i khang chon loc veri thy

* thé serotonin typ 2 (5-HT,) va véi thy thé dopamin typ 2 (D,). Risperidon ciing gén voi

thy thé adrenergic alpha,, va & mt mirc @9 it hon véi thy thd histamin H, va thy thé
adrenergic alpha,. Thubc khéng ¢4 4i ligc vol thy thé cholinergic. Tuy thube it co
khuynh hwéng gy ra héi chibng Parkinsan, nhung loan trieong Tyee co va chiling
ding ngdi khdng yén (akathisia) da xay ra. Theo gid thuyét truyén théng, thiiéc
chéng loan than tac dung thdng qua thude (rc ché thy thé dopamin D, va tac dung
ngoai thap co hai cling do chen thy thd dopamin O, & thé van (striatum). Giéng nhur
clozapin, risperidon 6 &i lyc lon @b voi thy thd 5-HT, va cling gidng nhu
haloperidon, risperidon c6 i lyc i&n dbi véi thy thé D, dopamin. Co ché chinh xac
cva tac dyng chdng loan than chira biét rs, nhisng t6 ra phirc tap hon nhidu so véi
phdn I&n cac thubc chéng loan than khac. Khong o tac dung chéng loan than clia
risperidon |4 do tac dung dén thy thé D, dopamin hay & mdt vi tri khac. C6 thé mdt sé
tac dung manh khac clia risperidon da b d&p cho hoattinh clia D, 3& tao ra tinh chét
“khéng dién hinh clia thude™. Trong khi cac thude chéng loan than didn hinh 12 nhixng
chét dGi khang dopamin, thi sy thém tinh déi khang serotonin (5-HT,} [am tang higu
qué déi v&i cac trigu chivng m ciia bénh tam thAn phan liét va c6 thé lam gidm céc
tridu chirng ngoai thap. Tuy vay, néu lidu risperidon vet qua B mglkg/ngay thwéng
c6 thé gay ra tac dung ngoai thap. Risperidon c6 tac dung an than, do do c6 thé cd
trong tac véi thube gidm dau va an thin. Trong nghién ctu 1am sang, dac biét &
ngudi bj tam thin phan ligt, risperidon ubng it nhat ciing hidu qua bang cac thudc
chéng laan than dién hinh (nhw haloperidol) hodc khéng dién hinh (nhw olanzapin),
nhung risperidon c6 hiéu gué hon haloperidol trong ngén chén té&i phat & bénh nhan
ngoai tri sau diéu trj it nhat mot nam bang mot trong hai thudc trén. Risperidon dac
bigt hiru ich ddi v&i nguei bénh da ding cac thude chdng loan thén dién hinh ma bi
phan (rng ngoai thap v risperidon It gay ra phan (ng nay. B6i vei ngw cao tdi bjsa
sut tri tug, risperidon lam t&ng tai bién mach nao. : i
Risperidon d& dwec chép thuain & nhidu nurdre dé didu tri tam thin phan ligt.

Pictinh dwgc ddng hoc:

X

Risperidon dugc hap thu tét khi udng. Thirc &n khong dnh huémg dén tée d6 hodic
mirc d& hép thu. Risperidon dwrgc chuydn héa nhidu trong gan qua xdc tac cla
cytochrom P, Il D8 thénh mét chét chuyén héa cha ygu, c6 hoat tinh (& 9-
hydroxy-risperidon. ChAt nay cé hiéu e bang risperidon v hoat tinh gén véri thy
thé va co nira doi 18 20 + 3 gidr. Sau khi ubng risperidon, nbng d6 dinh huyét twong
dat duge trong vong 1 gidr. Sinh kha dung udng 1 66 + 28% & ngudi cb chuyén
héa manh va cao hon & ngudi cd chuyén hoa yéu. Mirc d6 gén véi protein huyét
twong la 89% déi véi risperidon va 77% dbi veri chét chuyén héa co hoat tinh, Thé
tich phan bé cia risperidon 1 - 2.lit/kg. & ngudi cd chuyén héa manh, niva Gi cla
risperidon 13 3,2 £ 0,8 gitr, mirc dao théi qua nuére tiéu 183 £ 2% va 5 thanh thai
14 5,5 = 2 mi/phut/kg. Chét chuyén hda cb hoat tinh, 8-hydroxyrisperidon c6 nira
dovi 4 20 + 3 gitr. Thubc dao thai chd yéu qua nuére tiéu va & mét mire 46 it hon qua
phén. Risperidon v cht chuyén héa 9-hydroxyrisperiden cé hai déu vao srame.

Qui cach déng goi: Hop 3 vi, 10 vi x 10 vién nén bao phim,
Didu kién bao quan, han dling, tiéu chudn chit womg cia thubc:

Pigu kign bao quan: D& & nhiét do dudi 30°C, tranh 2m vaanhséang.
Han diing cia thudc: 36 thang ké tir ngay san xuét.
Tiéu chuan chét hrgng: TCCS.

Céng ty CF Duwgc phém Agimexpharm
e 27 Nguyén Thai Hoc, P. My Binh, TP. Long Xuyén, An Giang

Sén xuét tai: Chi nhanh Céng ty CP Dwegrc pham Agimexpharm - Nha may sén xudt Buwgc phim Agimexpharm
Budrng VO Trong Phung, Khém Thanh An, P. My Théi, TP. Long Xuyén, An Giang
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