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HUONG DAN SU DUNG THUOC - PQC KY HUGNG DAN SU DUNG TRUOC KHI DUNG

VIEN BAO PHIM

RX RISDONTAB 2

(THUOC BAN THEO DON)
THANH PH;\N : Mdi vién bao phim chira :
- Risperidon

-Ta dugc (Lactose momhydrat Tmh b61 sé’m Eragel PVP K30 Magnes: stearat Aerosi

| HPMC 606, HPMC 615, Talc, Titan dioxyd, PEG 400, Tween 80, Mau Sunset yel]ow

lake)vua da.. T
DUOC LUC HOC 3 : . ; ]
Risperidon 12 mot thubc chéng loan than loai benzisoxazol, c6 tac dung doi khang chon loc véi thu the
serotonin typ 2 (5HT>) va thu thé dopamin typ 2 (D,). Risperidon ciing gén véi thu thé adrenergic alpha; va
v6i thy thé histamin H,. C6 rét it tac dung phy khang cholinergic. Mt tac dung cén bing giita sy dbi khang
véGi thu thé SHT, va D, c6 tic dung 16t chﬁng nhitng triéu ch:mg duong tinh (ao giac, y nghi khong binh
thuong, sy thu dich, phan tng dang suy dodn (paranoia)) va chong nhiing trigu chimg am tinh (roi rac vé
tam than mét sy dong cam, ri loan hanh vi, mét hoat dong vé 1oi n6i) trong tam than phan ligt. Tac dung
cAn bing nay ciing glam nguy co cua hoi chng Parkinson. Risperidon ¢6 tac dung an than, do d6 c6 thé ¢6
twong tac thude véi thudc giam dau va an than.
DUQC PONG HQC:
Risperidon duge hip thu t6t qua dudng ubng. Thirc &n khéng anh hudng dén tde do hodic mirc do hép thu.
Risperidon duoc chuyén héa nhiéu trong gan nhdr cytochrom Pyso 2D6 thanh mét chit chuyén hoa cha yéu,
¢6 hoat tinh 13 9 - hydroxyrisperidon. Chat nay c6 higu lyc bang risperidon vé hoat tinh gin véi thu thé va
c6 nira doi 1a 20 = 3 gid. Sau khi ubng risperidon, ndng d6 dinh huyét tvong dat duoc trong vong 1 gid.
Sinh kha dung udng 12 66 + 28% & ngudi chuyén héa manh va cao hon & ngudi c6 chuyén hoa yéu. Mirc do
gén véi protein huyét twong 1a 89% dbi vai risperidon va 77% d6i véi chét chuyén hoa c6 hoat tinh. Thé
tich phén bé cua risperidon 12 1 - 2 lit’kg. O ngudi ¢6 chuyén héa manh, nira ddi cia risperidon 12 3,2 £ 0,8
gi, mirc thai trir qua nudce tiéu 1a 3 = 2% va d6 thanh thai 1a 5,5 + 2 ml/phit/kg. Chat chuyén héa c6 hoat
tinh, 9 - hydroxyrisperidon c6 nira doi 1a 20 + 3 gid.
CHi PINH : . ‘ ] i

Risperidon dugc chi dinh diéu tri bénh tdm than phéan liét cap va man tinh, trong dé néi bét cac triéu
chimg duong tinh (nhu do gidc, réi loan trong suy nghi, thai dd thu dich, tinh da nghi) va/hodc cic tridu
chirng am tinh (nhu ngd nghéch, thu minh, it néi).
Risperidon ciing 1am dju bét cac triéu chimg vé cam xdc (nhw trAm cam, cam gidc c6 toi, lo 4u) di kém

v6i tam than phan ligt,
LIEU LUQNG VA CACH DUNG : Theo sy huéng din cia thdy thude, hodc liéu trung binh :
- Nguoi 16n: Thuong ding lidu ban dau 1 mg x 2 1an/ ngay. Cé thé tang lidu véi lugng gia ting 1 mg x 2
10/ ngay vao ngay thir hai va thir ba, cho téi khi dat liéu 3 mg x 2 1an/ ngay. Néu ha huyét dp xay ra trong
khi do lidu, phai giam lidu. Sy didu chinh lidu tiép theo thudng thuc hién & khoang céch it nhat 7 ngay, véi
lwong tang hodc giam 1mg, ngay 2 lan.
- Hiéu Iyc téi da cua risperidon dat dugc vdi liéu 4 - 6 mg mdi ngdy. Liéu hang ngay cao hon 6 mg khong
c6 tac dung tét hon ma cdn gy nhimg tac dung phy ning hon, trong d6 ¢6 nhimg triéu chimg ngoai thap.
Khéng ding lidu vugt qua 6 mg mdi ngay.
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- Trong trudmg hgp ngudi 16n tudi hodc nhitng bénh nhén suy than va suy gan - Vi sy thai trir risperidon ¢6
thé bi giam va nguy co vé tic dung phy ting lén & ngudi suy than va & ngudi cao tudi, phai bit dAu diéu tri
véi lidu 0,5 mg x2 14n/ ngay va tang 1én khi can thiét, véi lugng gia ting 0,5 mg x 21an/ ngdy; ting qua liéu
1,5 mg x 2 14n/ ngay phai dugc thuc hién & khoang cach it nhit 7 ngay. Ciing cdn giam liéu & ngudi suy
gan vi nguy co tang lugng risperidon tu do & nhitng nguoi bénh nay.
- Chua xac dinh duge d§ an toan va hig¢u qua khi dung cho tré em.
TAC DUNG NGOAI Y :

Thuong gap, ADR > 1/100 :
- Thén kinh trung wong : Chéng mit, tang kich thich, lo du, ngu ga, tri¢u chirng ngoai thap, nhirc ddu, hoi
chimg Parkinson.
- Tiéu héa : Téo bén, budn nén, ndn, khé tiéu, dau bung, chan an, tang tiét nudce bot, dau ring.
- H6 hép : Viém mii, ho, viém xoang, viém hong, khé thé.
- Da : Ban, da kho, tang tiét ba nhon.
- Thén kinh - co - xuong - khép : Dau khép.
- Tim mach : Nhip tim nhanh, ha huyét 4p tu thé dimg.
- Mét : Nhin mo.
- Khéc : Pau lung, dau ngyc, sbt, mét moi, nhiém khudn duong ho hép trén, loan chirc ning sinh duc.

Hiém gdp, ADR < 1/1000 :
- Than kinh trung wong : Giam tp trung, trAm cam, lanh dam, phan (g ting truong lyc, sang khodi, ting
duc tinh, mét tri nha, néi kho, chéng mat, trang thai su‘ng s&, di cam, 16 14n.
- Tiéu héa : Piy hoi, ia chay, tang ngon miéng, vtem miéng, phan den, kho nudt, tri, viém da day.
- Ho hip : Thé nhanh, co that phé quan, viém phdi, thd rit.
- Da : Tang hodc giam md héi, tru'ng cé, rung toc 16ng.
- Tim mach : Tang huyel ap, giam huyét &p, phi, bléc nhi thit, nhdi mau co tim.
- Mét: Rm loan diéu tiét, khd mét.
- Noi tiét va chuyen héa : Giam Natri - huyét tdng hodc giam cén, ting creatin phosphokinase, khat, dai
thao dlrcmg, tiét sira khong thude ky cit, mét kinh, dau kinh, to v dan éng.
- Tiét niéu - sinh duc : Pai dam, dai ra mau, dai kho, dau va phu nit, chay méu giita ky kinh nguyét, chay
mau am dao. )
- Huyét hoc : Chay mau cam, ban xuat huyét, thiéu mau.
- Khdc : Rét run, kho chiu, triéu chimg giong bénh cim.
Théng bdo cho Bdc si nhitng tdc dung khong mong mudén gip phai khi si dung thudc.
CHONG CHI PINH :
- Nguoi bcnh ding qué lidu barbiturat, ché phdm c6 thudc phién hoic rugu.

-Qué mén v6i cdc thanh phan cua thudc.
THAN TRONG :
- Co thé giam thiéu nguy co xay ra ha huyet ap thé dimg va ngét trong khi diéu tri vi risperidon bang cach
han ché 1idu ban ddu & 1 mg x 2 lan/ ngay cho ngudi Ién binh thuong va 0,5 mg x 2 14n/ ngay cho ngudi cao
tudi hodc ngudi suy nhu‘qc, ngudi co suy g;am chitc ndng thén hoac gan va ngum dé bi hodc c6 nguy co bj
ha huyét 4p. O ngudi cé bénh tim mach (xo cung dong mach ning, suy tim, rdi loan dan truyén), bénh mach
mau ndo hodc nhitg trang thai dé b1 ha huyet ap ( mét nudc, giam luu lugng méu, ligu phap chéng tang
huyet ap dong thoi) va & ngum ¢ tién sir dong kinh, co cimg co hogc hoi chimg Parkinson, cin phai dung
litu thép hon va bat dau diéu tn véi lidu thap. Vi Risperidon c6 thé lam réi loan kha ning phén doén, suy
nghi va k§ nang van dong, nguoi bénh khong nén 1ai xe hay vén hanh nhitng mdy méc cho tdi khi biét chic
la risperidon khong gdy tac dung khéng mong mudn néu trén.
SU DUNG CHO PHU NU CO THAI & PANG CHO CON BU :
- Phu ni ¢6 thai : Khong dung risperidon cho phu nit ¢ thai.
- Phu ni# dang cho con bii : Khong rd risperidon co bai tiét trong sita me hay khong, vi vay ngudi dang ding
risperidon khéng nén cho con bu.
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TUONG TAC THUOC :

- Qulmdm 6 thé lam tang tac dung bléc nhi - thit cia risperidon. Risperidon ¢6 thé 1am ting tdc dung ha
huyét 4p cua thudc chéng tang huyét 4p. Risperidon c6 thé déi khéang véi tac dung cua levodopa va thuée
chi vén dopamin. Vigc sir dung ldu dai carbamazepin cling véi risperidon ¢ thé 1am ting tic dung cua
risperidon. Do nhimg tac dung chii yéu trén hé than kinh trung uong cua risperidon, phai ding lidu
risperidon thip hon khi phdi hop véi nhimg thudc tac dung trén h¢ thdn kinh trung wong khac va ruou.
Trong tit ca nhil‘ng trudmg hop ndy, cin phai didu chinh 1idu lugng.

KHUYEN CAO:

- lghﬁng ding thude qua han ghi trén hop, hodc khi c6 nghi ngd vé& chét lugng cua thube nhu : vién bi uét, bi
bién mau.

- Boc ky hudng dan sir dung trudc khi dung. Néu can thém thong tin, xin héi ¥ kién ciia Béc si.

TRINH BAY VA BAO QUAN

- Thudc déng trong vi 10 vién, hop 5 vi, c6 kém theo t& hudng dan sir dung.

- Bé thudc noi khé thodng, tranh anh séng, nhiét o 15°C-25°C. BE XA TAM TAY TRE EM.

- Han ding : 36 thang ké tir ngdy san xuat Tiéu chuén ép dung : TCCS SBK :

Thub‘c dwgc san xuat tgi:
CONG TY CO PHAN DUQC DANAPHA
253 - Diing ST Thanh Khé - TP. Pa Ning
Tel : 0511.760129 Fax: 0511.760127 Email : info@danapha.com
Dién thoai tw van: 0511.3760131
Va duwgc phin phdi tai cdc chi nhdnh trén toan quac

Da Nang, ngay 22 thangd> ndm 2012
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