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RESPIWEL 2

Risperidone Tablets USP
COMPOSITION

Each uncoated tablet contains:
Risperidone USP 2mg
Dosage:

As prescribed by the Physician,

Storage : Store below 30°C,
protected from light & moisture.

Keep all medicines out of
reach of children.

Regd. Lic. No. :

A 197

Rx- Prescription Only Medicine
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10 x 10 Tablets

Unosource Pharma Lid
Rx- Prescription Only Medicine
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Risperidone Tablets USP

48 mm

10 x 10 Tablets

Unvarnish area
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CONTRAINDICATION see package i
Read carefully the package insert baiore 0 ‘
Manufactured by :

Akums Drugs & Pharmaceuticals Ltd.
19,2021, Sector-64, LLE., SIDCUL, Ranipur,
Haridwar-249 403, INDIA.

Mfg. Lic. No. - 10/UA/2004
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RESPIWEL 2
Rx — Thude ban {heo don
Doc kj huecmg dan trizée khi ding. Néu edn thém thong tin chi tiét xin hoi ¥ kién bdc sp.

THANH PHAN

M3i vién nén c6 chira: risperidon 2 mg, t4 dugc: lactose, cellulose vi tinh thé, tinh bot ngd, natri lauryl
sulfat, hydroxypropy! cellulose, colloidal anhydrous silica, natri starch glycolat (type A), crospovidon, tale
tinh khiét, magnesi stearat

DUQC LUC HQC

Risperidon 13 thude chéng loan thin khéng dién hinh loai benzisoxazol (con goi 14 thudc chbng loan thén
thé hé thir hai). Thube ¢6 tac dung dbi khang chon loc v6i thu thé serotonin typ 2 (5-HTy) va véi thu thé
dopamin typ 2 (ID,). Risperidon cing gin véi thu thé adrenergic alpha,, vd & mét méc do it hon v6i thu thé
histamin H; va thu thé adrenergic alpha,. Thube khong c6 i luc véi thu thé cholinergic. Tuy thudc it co
khuynh hudmg gay ra hgi chimg Parkinson, nhung loan truong lyc co va chimg dimg ngdi khong yén
(akath|51a) d3 xay ra. Theo gid thuyét truyén théng, thudc chdng lean than tic dung théng qua thubc (rc ché
thu thé dopamin D; va tac dung ngoai thap co hai cling do chen thy thé dopamin I, & thé vén (striatum).
Gibng nhu clozapin, risperidon ¢6 4i lyc 1én déi véi thu thé 5-HT, va ciing gibng nhu haloperidon,
risperidon ¢6 ai luc lon dbi véi thu thé D, dopamin.

Co ché chinh x4c cha tac dung chdng loan thin chua biét rd, nhung té ra phirc tap hon nhiéu so v&i phin
l6m céc thube chéng loan than khéc. Khdng 1 téc dung chdng loan thin clia risperidon 14 do tac dung dén
thy thé D, dopamin hay & mét vi tri khac. C6 thé mdt s6 tac dung manh khac ciia risperidon da bu dip cho
hoat tinh cia D, dé tao ra tinh chét “khéng dién hinh cia thude”.

Trong khi cac thubc chéng loan thin dién hinh 13 nhimg chit déi khang dopamin, thi sy thém tinh ddi
khang serotonin (5-HT,) lam ting hiéu qua déi voi céc tridu chimg 4m cla bénh tdm thin phén lidt va cé
thé 1am giam cdc triéu chimg ngoai thap. Tuy viy, néu lidu risperidon vurgt qua 6 mg/kg/ngly thuong co
thé gy ra tic dung ngoai thap

Risperidon ¢6 tic dung an thin, do d6 c6 thé ¢ tuong tic véi thuoc giam dau vi an than. Trong nghién
ciru 1am sang, dic biét & ngudi bi tdm than phan liét, rlsperldon udng it nhét cling hiéu qua bang cdce thube
chéng loan than dién hinh (nhu haloperidol) hodc khéng dién hinh (nhur olanzapm), nhung risperidon c6
hiéu qua hon ha]operldol trong ngin chin tai phat & bénh nhén ngoai trll sau diéu trj it nht 1 nim bing
mit trong hai thubc trén. Risperidon dic biét hiu ich dbi voi ngudi bénh da dung che thube chong loan
than dién hinh ma bj phin (mg ngoai thap vi risperidon it gdy ra phan (g ndy. P6i véi ngudi cao tudi bi sa
sot tri tué, risperidon lam tang tai bién mach nfo.

Risperidon d& dugc chép thudn & nhiéu nudc dé didu tri tim thén phén liét.

DUQC PONG HQC

Risperidon dugc hap thu tét khi ubng. Thirc dn khéng anh huéng dén tbc do hodc mic d6 hip thu.
Risperidon durgc chuyén héa nhiéu trong gan qua xic tac clia cytochrom Pyso 1T D6 thanh mét chit chuyén
héa chii yéu, ¢é hoat tinh 1a 9-hydroxy risperidon. Chit niy c¢6 hiéu lyc bang risperidon vé hoat tinh gin
voi thy thé va c6 nira doi 1320 + 3 gid.

Sau khi udng rlsperldon ndng d6 dinh huyét tuong dat duge trong vong 1-2 gid.

Sinh kha dung uong 13 66 + 28 %. Mirc 46 gén véi protein huyét tuomg 1a 90% dbi véi risperidon va 77%
déi véi chit chuyen hda co hoat tinh,

Thé tich phan bé cua risperidon 13 1 - 2 litkg. Thoi gian ban thai cia risperidon vao khoang 3 gio, thoi
gian ban thai cia chét chuyén hoa 9-hydroxy risperidon vio khodng 24 gid,

Thude dio thii chi yéu qua nude tidu (khoang 70%) va & mot mite d6 it hon qua phin (khoang 14%).
Risperidon va chit chuyén hoa 9-hydroxyrisperidon déu qua duoc nhau thai va vio thai nhi, thudc cling
duge bai tiét vao sira me.

Ngudi eao tudi: sau khi udng liéu don risperidon, néng d6 thudc trong huyét tuong cao hon 43% , thai
gian ban thai ctia thudc kéo dai hon 38%, d6 thanh thai giam 30% so véi ngudi trudng thanh, khée manh.
Bénh nhan suy thin

Bénh nhdn suy thin & mie dd trung binh: d§ thanh thai cla chit chuyén hoa con khoang 48%, thdi gian
ban thai ting 1én khodng 1,5 14n so voi ngudi trudng thanh, khoe manh.

Bénh nhan suy than ning: d6 thanh thai ctia chit chuyén héa con khoang 31%, thdi gian ban thai ting én
khoang 1,7 14n s0 v6i ngudd trudng thanh, khoe manh.
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Bénh nhén suy gan

Néng o risperidon trong huyét tuong & bénh nhén suy gan & mirc binh thudng, tuy nhién ndng d6
risperidon & dang ty do ting 37,1%. D6 thanh thai va thoi gian ban thai cia risperidon va chit chuyén hoa
& bénh nhin bénh nhén suy gan mic d§ trung binh va ning khéng khéc nhiéu so véi & ngudi trudng thanh
khde manh.

CHI PINH

Cac bénh loan than, dac biét tim thin phén iét cdp tinh va man tinh.

Piéu tri ngén ngay cic dot hung cam cip va dgt hdn hop clia rdi loan ludng cure tir vira dén ning.
Bénh tir ky kém theo rdi loan hanh vi & tré em tir 5 - 11 tudi.

CHONG CHI PINH
Nguorl bénh dung qué lidu barbiturat, ché pham c6 thube ph1en hodc nrgu.
C6 tién sir min cam v&i risperidon hodc véi bt ky thanh phin ndo cua thude.

THAN TRQNG VA CANH BAO

C6 thé giam thiu nguy co xay ra ha huyét ap thé dimg va ngit trong khi diéu trj v&i risperidon bing cich
han ché liu ban dAu & | mg, ngay 2 1an, cho ngudi Lén binh thuong, va 0,5 mg, ngay 2 l4n, cho ngudi cao
tudi hodc ngudi suy nhurge, ngudi c6 suy giam chic nang than hojc gan, va ngudi dé bj hodc ¢6 nguy co bi
ha huyét ap.

G ngudi ¢d bénh tim mach (xo clmg déng mach ndng, suy tim, 161 loan ddn truyén), bé&nh mach mau no,
hodc nhimg trang thai d& bi ha huyét 4p (vi du, mit nuéc, giam luu lugng méu, lidu phép chng ting huyét
4p ddng thoi), va & ngudi ¢6 tién st dong kinh, co cimg co hodc hdi chimg Parkinson, cén phai ding liéu
thip hon va bt ddu didu tri véi lidu thép.

Thude cé thé 1am ting nguy co dot qui (CVAE) trén bénh nhan c6 sa sit tri tué, dic biét 13 bénh nhan sa
sht tri tué do can nguyén bénh Iy mach mau. Nén thin trong trong trudmg hop bénh nhidn ¢6 cic yéu tb
nguy co d6t quy kém theo. Nén diéu trj ngay khong dugc tri hodin khi bénh nhan diing risperidon c6 céc
bidu hién yéu hodc té liét mat, chin hoic tay, ¢6 van d& v& thi gidc va ngdn ngf, bao gbm ca viée phai
dimg thudc risperidon.

Thén trong va nén dimg thubc néu xay ra Hai chimg 4c tinh do thubc an thin (bidu hién: thay dbi
trang thai tdm thén, co ciing co, ting than nhiét, rdi loan than kinh tu chi, myoglobin niéu, suy
than cap).

Thén trong va nén ding thudc néu xay ra loan dong cham/h¢i chimg ngoai thap (Tardive
dyskinesia/extrapyramidal symptoms) biéu hién bing cic cir dong khong cha ¥ ¢6 tinh chét kip lai
nhu nhép mdi, nhiin mit, chép mét hodc céc cit dong nhanh cua tay chén.

Vi risperidon ¢6 thé lam rdi loan khi ning phan don, suy nghi va k¥ ning vin dong, nguti bénh khéng
nén vin hanh nhimg may méc nguy hiém, ké ci xe gin dong co, cho 16i khi biét chic [a risperidon khdng
gay tac dung khéng mong mudn néu trén,

Ngudi dai thao duong hoac ngudi ¢d nhidu nguy co bi ddi thao dirimg (béo, gia dinh ¢6 tién sir mac bénh
dai thao dudng...) khi ding bit cir mét thude khéng dién hinh nao bao gbém ca risperidon phii theo ddi
chit ché glucose huyét.

Ngudi bi hoi chimg Parkinson hodic sa st trf tué khi dung c4c thude chéng loan thin bao gbm ¢4 risperidon
¢6 thé ting nhay cam véi thude chdng loan than. Biéu hién [am sang: 10 [4n, mét thing bing d& ngd, triu
chimg ngoai thap. Cén theo dai chat ché.

Thén trong khi diing thude cho ngudi céd tidn sir co gidt.

Thude 1am ting t¥ 18 tir vong & ngudi cao tudi c6 sa sit tri tué, va néu c6 ding ddng thi furosemid
va risperidon

Thudc ding cho tré em, phii theo d&i can ning, thudc 1am tang tiét prolactin. Nha san xuét cho ring tac
dung {au dai cia risperidon dén su phét trién va truéng thanh coa tré chua duoce biét day dn.

Thubc ¢6 nguy co 1am ting bién cb tim mach. Thén trong v&i cac bénh nhin ¢6 tién sir bénh tim mach, ¢6
tién su gia dinh khoang QT kéo dai, rbi loan dién gidi, nhip tim cham <6 thé lam ting nguy co rdi loan nhip
tim hodic khi dung cling véi cic thude cé tic dung kéo dai khoang QT.

Thudc ¢6 thé 1am giam bach cawbach cau trung tinh

Thude ¢6 thé 1am ting nhidu c4n, nén kiém sodt ¢an ning thudng xuyén
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Thudc ¢6 thé 1am mét kha ning giam than nhiét. Cin than trong khi dung thube cho bénh nhin phoi nhiém
vai nhiét d6 cao, diéu tri déng thoi v6i thude khéng cholinergic hodc mét nudc.

Thudc ¢6 téc dung chéng nén, Téc dung ny cd thé lam mét cac ddu hiéu va triéu chimg dung thudc qua
lidu hoéc tinh trang tic rudt, héi chiing Reye, u néo.

Huyét khéi tinh mach: d4 ¢6 bao céo lién quan dén huyét khéi tinh mach do ding thube chdng dong kinh.
Nén kiém tra cdc yéu t6 nguy co giy ra huyét khdi tinh mach & bénh nhén trude va trong khi diéu trj véi
risperidon va ap dung céc bién phap phong ngira.

H6i chimg méng mit nhéo trong qua trinh phau thudt ndi nhan (mtraocularhntraoperatwe floppy iris
syndrome — IFIS) trén bénh nhén dang dugc didu tri véi cic thube chdng loan thin risperidon. IFIS cé thé
lam ting nguy co bién chimg trong va sau phiu thuét nhin khoa. Phai théng bao cho bac sy phau
thudt mit néu trude d6 hodce hién tai bénh nhan phiu thudt mit ¢6 ding mét thudc déi khang thu
thé a;-adrenergic. Nén cén nhic viée dimg thube chéng déng kinh.

T4 dugc clia thudc: vién nén bao phim c6 chira lactose. Bénh nhan c¢é van dé di truyén vé viée
khong dung nap galactose, thidu hut men Lapp lactase hodic kém hip thu glucose-galactose khong
nén dung thubc nay.

PHU N’ MANG THAI VA CHO CON BU

Théi ky mang thai

Khéng c6 dir lidu ddy di vé viéc dung risperidon cho ngudi trong thdi ky mang thai. Thai nhi bi phoi
nhidm véi thude didu trj dong kinh bao gdm cé risperidon trong 3 thang cudi clia thai ky ¢ nguy co bj cic
tac dung khéng mong mudn bao gf)m héi chimg ngoai thap va cac triéu ching néy s& mét di hosic nang lén
sau khi sinh. D co cic bdo cdo vé céc tic dung khong mong mudn xay ra bao gdm klch déng, ting hoac
giam truong lue co, run, tinh trang ngi ga, suy ho hip, t6i loan in ubng. Tré so sinh ¢An phai dirge theo
ddi chit cha.

Khéng ding thudce cho phu nit mang thai trir truomg hep thye sy cAn thiét. Trong trudng hop cdn dimg
thuéc khéng dimg thudc dot ngdt.

Thdi ky eho con ba

Mot lugng nho risperidone va 9-hydroxy-risperidone duoc bai tiét vao sita me. khong c6 dif lidu
vé cac tac dung khong mong mudn xay ra cho tré ba me. Nén can nhic gifra loi ich va nguy co khi
dung risperidon & phu nit cho con b,

ANH HUGNG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thude c6 thé gy cée tic dung khong mong muén nhu: chéng mit, nhirc dau, gidm tap trung,...vi vy nén
thén trong khi bénh nhin phai 4i xe hodc vin hanh may moc.

TAC DUNG KHONG MONG MUON

Nhimng tic dung khéng mong mudn thudng gap trong khi diéu tri véi risperidon 13 lo 4u, ngii g, triéu
chimg ngoai thap, chong mét, tao bén, budn nén, kho tscu viém mdii, ban va nhip tim nhanh. Nhimg tac
dung khéng mong mudn thudng gip khi ngimg thudc gdm tridu chimg ngoai thap, chéng mit, ting dong,
ngd ga va budn nodn.

Thuong gdp, ADR > 1/100

Than kinh trung uong: chéng mit, ting kich thich, lo 8u, nga ga, tridu ching ngoai thap, nhirc dau, hoi
chiing Parkinson.

Tiéu héa: T4o bén, budn nén, ndn, khé tidu, dau bung, chan in, ting tiét nude bot, dau ring.

Héo hép: Viém miii, ho, viém xoang, viém hong, khé thé.

Da: Ban, da khé, ting tiét ba nhon.

Than kinh - co - xwong - khép: Pau khép.

Tim mach: Nhip tim nhanh, ha huyét aptu thé.

M4t: Nhin mo.

Khac: Pau lung, dau ngue, sot, mét moi, nhidém khuin dudng ho hap trén, loan chirc nang sinh duc.

Hiém gép, ADR < 1/1000

Thén kinh trung uong: Giam tip trung, tram cam, {anh dam, phan tmg ting truong luc, sang khodi, ting
duc tinh, mét tri nhé, ndi kho, chéng mat, trang thai siing sé, di cam, 14 lin.

Tiéu hoa: Déiy hoi, tiéu chay, ting ngon miéng, viém migng, phin den, khé nubt, trf, viém da day.



H6 hip: Tho nhanh, co thit phé quan, viém phdi, thé rit.

Da: Tang hodc giam ra md héi, trimg ¢4, rung téc long.

Tim mach: Tang huyét 4p, giam huyét ap, phi, bldc nhi - thét, nhdi mau co tim.

Mit: Réi loan diéu tiét, kho mét.

Nai tiét va chuyén héa: Giam natri huyét, ting hodc giam thé trong, ting creatin phosphokinase, kht, déi
thao dudng, tiét stra khong thude ky cir, mét kinh, dau kinh, to v dan ong.

Tiét niéu - sinh duc: D4i dim, déi ra méu, dai khé, dau va phu nif, chdy mau gitra ky kinh nguyét, chdy
mau dm dao.

Huyét hoc: Chay mau cam, ban xuét huyét, thiéu mau.

Khac: Rét run, kho chiu, triéu chimg giéng bénh cum.

Thong bio cho bic s§ cic tic dung khéng mong mudn gip phai khi diing thubc

Huéng din céch xir tri ADR

Tuy risperidon khéc cic dén chét ctia phenothiazin vé hod hoc, risperidon ¢6 thé gdy ra nhiéu ADR cua
phenothiazin, nhung khéong phai tit ca. ADR cia risperidon va clia phenothiazin c¢6 nhiéu va c6 thé lién
quan dén hdu hét cic co quan trong co thé. Tuy cic ADR nay thudng héi phyc duge khi giam liéu hodc
ngirg thudc, mdt s§ ADR c¢6 thé khong hdi phuc va hiém hon, ¢6 thé tir vong. Nguyén nhan phan Ién
duogc cho 14 do ngimg tim hodc ngimg thé do mét phan xa hau, con mét sb tir vong khéng xéc dinh dugc
nguyén nhan dugc cho 13 tai thudc.

Néu thdy hdi chimg an than kinh &c tinh, mét phirc hop tri¢u chimg c6 thé gy tir vong véi nhimg biéu hién
dac trung 1a giarn truong luc co, trang thai simg so, sot, huyét ap khong 6n dinh, myoglobin - huyét xay
ra, can nglmg thuoc ngay va di iéu trj véi dantrolen hodc bromocriptin.

Néu ngum bénh can diéu trj véi thudc chéng loan than sau khi khoi hgi chimg an than kinh 4c tinh, phai
xem xét can thén viéc dung lai thudc. Phai theo doi can than, vi hoi chimg nay c6 thé tai phat.

Khéng c6 lidu phap dbi véi loan dng mudn, ¢ thé xay ra & nguoi bénh diéu tri v6i thubc chong loan than,
mic di hgi chimg ndy c6 thé thuyén glam mét phin hodc hoan toan, néu ngimg dung thubc. Néu dau hiéu
va triéu chu‘ng clia loan dqmg mudn xuét ‘hién o nguoi bénh diéu tri v&i risperidon, cin nglmg thudc. Tuy
vdy, mot s& ngudi bénh vin c6 thé can diéu trj véi risperidon, mic du ¢6 hdi chimg nay.

LIEU DUNG VA CACH DUNG

Cich diing

Ubng 1 lan hoic 2 lan trong ngay. Udng liic no hay d6i. Thirc an khéng anh hudng dén sy hip thu qua
dudng tiéu hoa ctia risperidon. Néu budn nga nhiéu, uéng 1 1an vao lic di ngu.

Liéu lrgng

Téam thin phin ligr: Liéu khuyén céo nhu sau:

Ngueai lon

Liéu d4u tién ngay thir nhét: 2 mg ubng lam 1 14n hodc chia 1am 2 1an/ngay

Ngay thir hai: 4 mg udng 1 14n hoic chia lam 2 Ian/ngay.

Ngay th{r ba: 6 mg udng 1 lan hodc chia lam 2 lAn/ngay.

Tir ngay thir 4 tré di, liéu s& duy tri khéng ddi hodc diéu chinh theo ngudi bénh néu cin.

Lidu lwgng t5i wu théng thudng: 4 — 8 mg/ngay udng 1 14n hodc chia lam 2 14n.

Theo kinh nghiém |am sang gin day, cho thiy liéu thich hgp hon dé diéu tri cho phén 16n ngudi bénh khoe
manh bi t4m than phén liét nhu sau:

Liéu ddu tién 1 - 2 mg/ngdy, ting dan lleu mdi ngdy ting 0,5 — 1 mg trong vong 6 — 7 ngéy, néu dung nap
dugc, cho t6i lidu dich 4 mg/ngay Vi ndng d6 n dinh cua 9- hydroxynspendon (chét chuyén hoa cé hoat
tinh) trong huyét tuong 6 thé chua dat dugc trong 7 ngay, nén thudng diéu chinh liéu luong phai thuc hién
it nhat cach nhau 7 ngay.

Bdi véi ngueoi tré va doi véi nguoi diéu tri lan dau:

Liéu dAu tién c6 thé thip hon (thi du 1 mg/ngay) va diéu chinh liéu cham hon cho t6i lidu dich dau tién
2mg/ngay; sau do, lidu c6 thé diéu chinh toi 4 mg/ngay tuy theo dap mg |am sang dé dat duoc liéu nho
nhét c6 hiéu qua v&i phan (mg phu it nhat.

Nhirng ngudi bénh nay thuong 6 lidu t6i wu risperidon tir 1 — 3 mg/ngay. Mét s6 ngudi bénh diéu tri 1dn
dau bat dau c6 tridu chimg ngoai thap mét khi liéu tang trén 2 mg/ngdy. Phai giam liéu khi bét dau co triéu
ching ngoai thap.

s




Liéu vuot qua 6 mg/ngay (chia lam 2 14n udng trong ngay) khong hiéu qua hon ma con gy nhiéu phan tmg
phu. D¢ an toan ctia liéu vuot qua 16 mg/ngay chua duge xac dinh.

Thm gian diéu trj t6i wu bing risperidon uéng hién nay chua biét, _nhung diéu trj duy tri bing nsperldon
udng liéu 2 — 8 mg/ngay 16 ra c6 hiéu qué t6i 2 nam. Ngudi bénh cin phai dugce danh gia dinh ky dé quyét
dinh c6 tiép tuc diéu tri nia khong.

Bénh luong cuc

Piéu trj dot hung cam va dot hén hop ctia bénh ludng cuc: Ubng lidu ddu tién 2 — 3 mg udng 1 1in mdi
ngay. Liéu c6 thé ting hoic gnam | mg/ngay khoang cach khéng duéi 24 gid. Hiéu qua chéng hung cam
(antimanic) ngén ngay (3 tuin) ca risperidon da dugc chimg minh véi Ileu Iuo‘ng tr 1 - 6 mg moi ngay
Do an toan chia liéu vuot qua 6 mg/ngay chua dugc xdc dinh. Thoi gian t6i wu diéu tri bénh ludng cuc bing
risperidon chua biét. Néu diéu tri qua 3 tudn, can dinh ky danh gia nguy co diéu tri kéo dai va l¢i ich cta
thude cho timg ngudi bénh.

Bénh tie ky kém theo roi logn hanh vi ¢ tré em tir 5 tudi tré lén

Liéu diu tién udng 0,25 mg/ngay cho tré c6 can ning dudi 20 kg va 0,5 mg/ngay cho tré cé cin ning tir 20
kg tré [&n. Thubc ¢6 thé cho udng 1 1an hoic 2 1An mdi ngay.

Liéu lugng duge diéu chinh tuy theo d4p (mg va dung nap thudc ciia timg ngudi bénh. Téi thiéu 4 ngay sau
lidu ddu tién, liéu c6 thé tang t6i liéu khuyén cdo 0,5 mg/ngay dbi véi tré c¢6 cin niing < 20 kg va 1
mg/ngay dbi véi tré c6 can nang tir 20 kg trd 1én. Sau do, liéu nay dugc duy tri ti thiéu 14 ngay.

P6i v6i bénh nhan khéng dap tmg thoa dang, liéu c6 thé tang cach nhau 2 tuan hoic hon, mdi 1an tang 0,25
mg/ngdy dbi voi bénh nhan c6 can ning < 20 kg hoic 0,5 mg/ngay dbi voi bénh nhan c6 can ning tir 20 kg
trés 1&n. DO an toan va hiéu qua ctia thude dbi vai tré < 5 tudi chua duge xdc dinh. M6t khi da dat dugc dap
(mg l4m sang thoa d4ng, cAn can nhic giam liéu dé dat dugc cin bing giita hiéu qua va an toan.

Liéu liegng & bgnh nhin suy thin va suy gan, ngwdi cao tudi, ngwdi cé nguy co hg huyét dp thé dieng:
Vi su do thai risperidon c6 thé bi giam va nguy co vé tic dung phy, dic biét 14 ha huyét 4p thé ding, ting
1én & ngudi co suy than va & ngudi cao tudi, nén phai bat ddu diéu trj risperidon véi lidu giam bét, dung
0,5 mg, ngay 1 hodic 2 14n va ting |én khi can va khi c6 thé dung nap duogc, véi luong gia ting khong qua
0,5 mg, ngay 2 lan; tang lidu qua 1,5 mg, ngay 2 lan, phai duoc thuc hién & khoang cach it nhdt 7 ngay.
M6t s6 nha lam sang khuyén cao dung liéu dau tién 0,25 mg/ngdy va ting dan khi dung nap duoc cho
ngudi cao tudi. Khéng nén duy tri lidu vuot qua lidu 3 mg/ngay cho ngudi cao tudi. Ciing cin gidm liéu &
ngudi suy gan vi nguy co ting lugng risperidon tu do & nhitng ngudi bénh nay.

Cén diéu chinh lidu khi phéi hop risperidon véi cac thude khic nhu carbamazepin, phenyltoin, rifampicin,
Phenobarbital, fluoxetin, paroxetin,...

TUONG TAC THUOC

Thubc kéo dai khoang QT: than trong khi ké risperidon véi cac thude c6 tac dung kéo dai khoang QT
(thudc chéng loan nhip Quinidin, quinidine, dysopiramide procainamide propafenone, amiodarone,
sotalol; Thudc chong trim cam 3 vong amitriptyline; Thubc chong tram cam 4 vong (i.e., maprotiline);
Thube khang hlstamm céc thude chong dong kinh khac; Thubc chong sot rét (l e., quinine and mefloqui ne)
va cac thudc gdy rbi loan dién giai (hypokalaemia, hypomagnesiaemia); Thudc 1am cham nhip tim (rc ché
chuyén héa cua risperidon & gan.

Risperidon ¢ thé 1am tang tac dung ha huyét 4p ctia thudc chdng tang huyét ap.

Risperidon c6 thé déi khang véi tac dung cua levodopa va thude chii van dopamin.

Viéc str dung lau dai carbamazepin cuing véi risperidon ¢6 thé lam tang tac dung cia risperidon.

Khéng ding phdi hop risperidon véi paliperidon do paliperidon 1a chét chuyén héa c6 tic dung cta
risperidon c6 thé din t6i cong hudng tac dung.

Do nhimg tic dung cht yéu trén hé than kinh trung wong ca risperidon, phai ding lidu risperidon thip hon
khi phdi hop véi nhirng thudc tac dung trén than kinh trung wong khac va rugu.

Tuong tac duge dong hoc: risperidon chuyén héa qua CYP2D6 va CYP3A4. Phai danh gié lai lidu dung
clia risperidon khi diing ciing cac thuéc trc ché manh CYP2D6, CYP3A4 va/hoic P-gp, thubc lam giam
CYP3A4 va/hoic P-gp. Phai didu chinh lidu khi dung ciing véi céc thudc gin két cao véi protein.

Anh huéng ctia cic thude khac 1én duge dong hoc cua risperidon: rifampicin, carbamazepin: lam giam
ndng clia chit c6 hoat tinh do trong huyét thanh); Itraconazol (liéu ding 200 mg/ngay), ketoconazol (liéu
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diing 200 mg/ngay), phenothiazin, ritonavir, mot sé thubc chen beta, thubc chen kénh calci (verapamil):
lam ting ndng clia chét ¢6 hoat tinh d6 trong huyét thanh; Thubc ¢ ché H; (ranitidine, cimetidin): lam
ting sinh kha dung cia risperidon.

Furosemid 1am tang ty 1& t&r vong & ngudi cao tudi co sa sut tri tué khi diing ciing risperidon

QUA LIEU VA XU TRI

Biéu hién: N6i chung, nhimg déu hiéu va triéu chimg thudng gip 1a do su ting manh nhimg tac dung dugc
Iy da biét ciia thudc, nhu budn ngh, an than, nhip tim nhanh va ha huyét 4p. Nhimg tac dung khac gdm
khoang QT kéo dai, co git, va ngimg tim - ho hép.

Diéu rn Thiét 1ap va duy tri thong khi de dam bdo cung c4p oxy day du. Rira da déy (sau khl dat ng khi
quén, néu ngudi bénh mat y thirc). Chi tién hanh rira da day véi than hoat néu thube duoc uong trong vong
| gio trude do. Kha nang y thirc thu hep, ¢6 con dong kinh hodc loan truong luc co & dAu va cd sau qua
lidu c6 thé gdy nguy co hit phai chat nén khi gdy non. Phai bat dau theo doi tim mach ngay va theo ddi
dién tdm dd lién tuc dé phat hién loan nhip cé thé xay ra. Néu ap dung liéu phap chéng loan nhip, khong
dung disopyramid, procainamid va quinidin, vi cling gdy tac dung kéo dai QT, cong hgp vdi tic dung cuia
risperidon. Tac dung chen alpha adrenergic cta bretylium ciing céng hop véi tac dung ctia risperidon dan
dén ha huyét 4p. Do d6, nén diing nhirng thudc chdng loan nhip khac ngoai nhing thubc ké trén. Khong co
thuéc glal doc déc hiéu vél risperidon, cén dung nhimg bién phép hd tro thich hn;rp Piéu tri ha huyet ap va
suy tuin hoan bing truyén dich tinh mach va/hoic cho thubc tac dung giong giao cam (khong ding
epinephrin va dopamin, vi kich thich beta c6 thé tang thém ha huyét 4p do tc dung chen alpha ctia
risperidon gy nén). Néu c6 triéu chimg ngoai thip ning, dang thudc khéng cholinergic. Theo dai chat ché
cho téi khi ngudi bénh hdi phuc.

QUY CACH PONG GOI: Hop 10 vi x 10 vién nén khéng bao phim.
BAO QUAN: Bio quan & nhiét d6 dudi 30°C. Tranh 4m va 4nh sang
HAN DUNG: 24 thang, ké tir ngay san xuét, khéng ding thudc qua han sir dung.

SAN XUAT BOI: Akums Drugs & Pharmaceuticals Ltd. .
bia chi: 19, 20 & 21, Sector — 6A, L.LLE, SIDCUL, Ranipur, Haridwar - 249 403, An B¢

NGAY XEM LAI NOI DUNG TO HUONG DAN SU DUNG: 20/01/2016
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