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RISDAL 2

ién nén risperidon 2 mg)

‘ Cac diu hiéu liru ¥ va khuyén cio:
| Doc ky hueng ddén sir dung trude khi dimg.
Dé xa tam tay tré em.

Théng bdo ngay cho bde sy hode duoc sy nhitng tac dung khéng mong mudng
dung thudc.

Thudc nay chi ditng theo don thudc.

1. Thanh phén céng thirc thuoe

Mai vién nén chira:

Thanh phtfn hoat chat: Risperidon 2 mg.

Thanh phdn td dwoe: Lactose DC (Tablettose 80), maize starch, microcrystalline cellulose pH

102, colloidal silicon dioxide (aerosil), magnesium stearate.

2. Dang bao ché

Dang bao ché: Vién nén.

M6 ta dic diém thude: Vién nén khong bao mau trang, hinh tron, hai mat khum, tron ca hai |
mat.

3. Chidinh

Piéu tri bénh tAm thén phan liét.

Diéu trj cAc giai doan hung cam vira dén nang lién quan dén r6i loan ludng cue.

4. Liéu dung — Céch ding

Liéu dimg

Tdm than phan liét

Nygweai lom

Risperidon c6 thé duge ding mjt 1An m&i ngay hodc hai lan mdi ngay.

Bénh nhan nén bit dau véi risperidon 2 mg/ngay. Co thé tang litu 16i 4 mg/ngay véo ngay
thir hai. Sau do, liéu lugng co thé dugc duy tri khong thay déi, hodic ¢4 nhan héa, néu cin.
Hau hét bénh nhén dép ng tot & liéu 4 dén 6 mg/ngay. O mét s6 bénh nhén, giai doan tang
liéu cham hon va ¢6 thé phil hop v6i lidgu khoi dau va duy tri thap hon.

Liu trén 10 mg/ngay khong chimg minh dwoge hicu qua vuot trdi so vai liéu thap hon va ¢6
thé lam tang tan suat cac triéu chimg ngoai thap. Khéng khuyén cao dung liéu trén 16
mg/ngay do dé an toan cua liéu trén 16 mg/ngdy chua duge danh gia

Ngueoi lon tuoi

Liéu khai dau khuyen cao 12 0,5 mg x 2 Ian/ngay Liéu luong nay co thé duge diéu chinh
riéng vai 0,5 mg x 2 ln/ngay, tang 1&n 1 mg dén 2 mg x 2 lan/ngay.

Tré em

Khéng khuyén c4o sir dung risperidon cho tré em dudi 18 tudi bi tim thin phan liét do thiéu
dir liéu vé hidu qua.

Céc giai doan hung cdm trong réi loan ludng cuc

Nguoi lén

Diing risperidon theo liéu trinh mot 1an m&i ngay, bit dau véi litu 2 mg. Néu dugc chi dinh,
nén diéu chinh liéu trong khoang thoi gian sau 24 gio' va v6i liéu luong tang dan | mg moi
ngay. Risperidon ¢6 thé duge sir dung v6i lidu lwong linh hoat trong khoang tir 1 dén 6 mg
mbi ngay dé t6i wu héa mirc d6 hiéu qua va kha nang dung nap cia timg bénh nhan. Liéu
risperidon trén 6 mg/ngay chua dugc nghién ciru & nhimg bénh nhén c6 giai doan hung cam.
Nhur véi tét ca cac phwong phap diéu trj triéu chimg, viéc tiép tuc sir dung risperidon phai
duoc danh gia va xac minh lién tyc.
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Nguoi lén tudi

Liéu khéi dau khuyen cao 14 0,5 mgx 2 lam‘ngay Lidu luong nay co thé duge diu chinh
riéng véi 0,5 mg x 2 lﬁnf’ngé.y, tang lén 1 dén 2 mg x 2 lan/ngay Vi kinh nghiém l&m sang ¢
ngudi cao tu6i con han ché, nén can thén trong khi ding thudc.

Tré em

Khéng khuyén cao sir dung risperidon cho tré em dudi 18 tudi bi hung cam ludmg cuc do
thiéu dir liéu vé hiéu qua.

Suy thdn va gan ) ) ‘
Bénh nhén suy than c6 it kha ning dao thai phin hoat chat chong loan than hon & ngudi 16n

¢6 chic nang than binh thuémg. Bénh nhan bi suy giam chirc ning gan c¢6 ndng do
risperidone fur do trong huyét tuong ting cao.

Kh(mg can phu thuje vao chi dinh, nén gidm mdt mra lidu bat ddu va liéu tiép theo, va viée
didu chinh liéu nén chim hon dbi véi bénh nhén suy thén hodc gan.

Risdal nén duge str dung thin trong cho nhirng nhém bénh nhédn nay.

Céach dung
Dung dudng ubng. Thirc 4n khéng anh hudng dén sy hép thu cia risperidon.

Sau khi ngung sir dung, nén ngung thuoc dan dan. Cac triéu chimg cai thuéc cép tinh, bao
gbm budn nén, non, va mo hoi va mét ngn rit hiém khi du‘qc mb ta sau khi ngimg dot ngdt
dimng thubde chéng loan thén liu cao. Cac triéu chimg loan thén tai phat ciing co thé xdy ra, va
su xuét hién cia cé.c rbi loan van dong khong tu chi (chéng han nhu réi loan vén dong, loan
trirong lye co va roi loan vén dong) da duge bao cdo.

Chuyén tir thudc chong loan than khdc

Khi strc khée phit hop, nén ngimg din dén viée diéu tri trude dé trong khi bit diu ligu phép
ding risperidon. Ngoai ra, néu thé trang thich hop, khi chuyén bénh nhan khoi thudc chéng
loan than, hay bt diu liéu phép risperidon thay cho lan tiém tiép theo. Sir can thiét cha viéc
tiép tuc sir dung céc loai thube chéng Parkinson hién ¢6 nén duge danh gia lai dinh ky.

Lurn ¥ xir Iy thude trwée va sau khi sir dung:

F Xir 1y trude khi sir dung: Khéng c6 yéu can déc bigt V& xir 1y thudc trude khi sir dung,

+ Xir Iy thudc sau khi sir dung: Khong c6 yéu cau dac biét vé xir Iy thude sau khi sir dung.

5. Chéng chi dinh

Khéng dﬁng thude cho nhimg bénh nhén qua man cam véi risperidon hodc bit ky thanh phin
ta duge nao cia thude.

Khéng dung risperidon trong khi dang diing furosemid.

6. Cinh bdo va thin trong khi ding thude

Bénh nhén cao tudi bi sa st tri tué

Tang ty e tir vong 0 ngudi cao tuéi mde chitng sa sit tri ué

Trong mét phén tich tong hop cta 17 thir nghiém cé dol chimg v& thube l.,hong loan than
khéng dién hinh, bao gom nspendon bénh nhan cao tudi bi sa sit tri tué duoc diéu tri bing
thu6c chdng loan thin khong dién hinh 6 ty 1& tir vong tang 1én so voi gia dugc. Trong cac
thir nghiém dbi Lhung gia duoc véi risperidon dudng ubng & nhém bénh nhén ndy, ty 1& tr
vong 13 4,0% dbi voi bénh nhan dugc diéu tri bing risperidon so véi 3,1% & bénh nhan drge
didu tri bang gia duoc. Ty 1€ chénh léch (CI =95%) la 1,21 (0,7; 2,1). Tuéi trung binh cia
bénh nhén tir vong 1a 86 tubi (67 — 100 tudi). Dir liéu tir hai nghlcn ciru quan | sat 16m cho thiy
nhitng ngudi cao tudi bi sa sit tri tué dugc diéu trj bing thudc chong loan than thong thuong
¢ nguy co tir vong it hon 50 voi nhitng nguoi khong duge diéu tri. Khong c6 du dir liéu dé
dira ra uée tinh chéc chin vé mirc do chinh x4c cta riii ro va nguyén nhin cia rii ro gia ting
khéng dugce xéac dinh.

Sir dung ddng thoi véi furosemid
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Trong céc thir nghiém dbi chimg gia duge & bénh nhan cao tubi bi sa sit tri tué, ty 1€ tir vong
cao hom dugc quan sat théy & bénh nhan duge diéu tri bang furosemide két hop vai risperidon
(7,3%; tudi trung binh 89 tudi, pham vi 75-97) khi so sanh véi bénh nhén dugc diéu trj bing
risperidon don thu:m ( 3,1%; tudi trung binh 84 tudi, pham vi 70-96) hoac furosemid don
thuan (4,1%; tum trung binh 80 tudi, pham vi 67-90). Su gia tang ty 1¢ tir vong & nhitng bénh
nhan dugc diéu tri bing furosemid két hop véi risperidon da dugc quan sat t]my & hai trong
bén thir nghlém lam sang. Sir dung donb thoi risperidon vai cac thude lgi tiéu khac (chi yéu
12 thudc loi tidu thiazid duoc sit dung & liéu thip) khéng lién quan dén cac phat hién tong tu.
Khong co co ché sinh 1y bénh nao dugc xAc dinh dé giai thich phat hién nay va khong c6 mé
hinh nhét quan nao vé& nguyén nhan tir vong dugc quan sat thiy. Tuy nhién, can than trong va
nén xem xét céc rii ro va loi ich cia viée két hop nay hodc trude khi quyét dinh diéu trj dong
thdi v6i céc thude loi tiéu manh khac. Khéng c6 su gia tang ty 1§ tir vong & nhimg bénh nhan
dong thunc loi tidu khac khi diéu trj dong thoi véi risperidon. Bat ké phuong phéap diéu tri
nao, méat nuéc 1A mot yéu t6 nguy co tong thé gy tir vong va do do nén cén than tranh sir
dung & bénh nhén cao tudi bi sa st tri tué.

Céc tac dung khong mong muén vé mach méu ndo (CVAE)

Nguy co xdy ra cac tic dung khong mong m udn mach mau nio ting khoang 3 Ian trong céc
thu nghlcm ldm sang ngau nhién co déi chimg véi gid dugc O bénh nhan sa sit trf tug vl mét
s6 thude chéng loan than khéng dién hinh. Dir ligu tng hop tir 6 nghién ciru d6i chimg gia
duge véi risperidon ¢ bénh nhén chu véu 1a ngudi cao tudi (> 65 tudi) bi sa sit tri tug cho
thdy cdc CVAE (bao gﬁm nghiém trong va khong nghiém trong) xay ra ¢ 3,3% (33/1009)
bénh nhén dugc difu tri bang risperidon va 1,2% (8/712) bénh nhan dugc diéu trj bing gia
duge. Ty 1€ chénh 1¢ch (khoang tin cdy chinh xac 95%) 14 2,96 (1,34, 7,50). Co ché gia tang
nguy co nay chua duoc biét. Khong thé loai trir nguy co gia tang d6i v6i céc thube chong
loan than khac hojc cac nhom bénh nhén khac. Risperidon nén duge sir dung than trong cho
nhitng bénh nhén c6 cac yéu 16 nguy co dot quy.

Nguy co mac CVAE cao hon dang ké & nhimg bénh nhan mic chimg sa sut tri tug dang hén
hop hoac mach mau khi so sanh v&i bénh mét tri nhé Alzheimer. Do do, benh nhin mac cac
loai bé&nh sa sit tri tué khéc vcu bénh Alzheimer khong nén duge digu tri bang risperidon.

Céc béac s§ duoc khuyén rang nén danh gia rai ro va lgi ich ciia viée st dung risperidon &
bénh nhin cao tudi bi sa sit tri tué, c6 tinh dén cic yéu t6 du bao nguy co dot quy & timg
bénh nhin. Bénh nhﬁn!ngu(‘n chém séc phai dugc bao cao ngay ldp tic cac dau hiéu va tricu
chimg cua CVAD tiém an nhir yeu hoac & dot ngot & mat, canh tay hodc chan va cac vén dé
ve kha nang n6i hoic thi lwc. Tat ca cac lya chon diéu tri nén dugc cin nhic ngay 1ap tirc, bao
gbm ca viée ngimg diing risperidon.

Risperidon chi nén dugc sir dung ngin ‘han cho nhu’ng trudng hop gy hén dai dang ¢ bénh
nhén sa sit tri tué Alzheimer tir vira dén nang dé bd sung cac phuong phap tiép can khéng
dung thube c6 hiéu qua han ché hodc khong co hiéu qua va khi c6 nguy co giy hai cho béan
thén hoac ngudi khac.

Bénh nhén nén duoc danh gia lai thudng xuyén va xem xét lai nhu céu tiép tuc diéu tri.

Ha huyét 4p thé dimg

Do hoat tinh ngan chn alpha cia risperidon, ha huyet 4p (thé dimg) c6 thé xay ra, dic biét la
trong giai doan diéu chinh liéu ban dau. Ila huyet ap co ¥ nghia lam s*ang da dugc quan sat
sau khi lvu hanh thuc trong viée sir dung dbng théri risperidon véi diéu tri ha huyét ap.
Risperidon nén dugc sir dung than trong & nhimg bénh nhan di biét bénh tim mach (vi duy,
suy tim, nhdi mau co tim, bat thudng din truyén mét nuée, giam thé tich mau hodc bénh
mach mau ndo), va liéu lrgng phai dugc diéu chinh dén dan theo khuyén céo. Can xem xét
giam liéu néu x4y ra ha huyét ap.

Page 3 0of 15



https://trungtamthuoc.com/

Giam bach céu, giam bach cfau trung tinh va mﬂch cau hat

Cic truong hop giam bach céu, gidm bach cau trung tinh va mét bach ciu hat d& dugc béo
cao v01 cac thude chéng loan than, bao g;om ca risperidone. Mt bach cAu hat da dugc bdo
c4o rat hiém (< 1/10.000 bénh nhén) trong qué trinh giam sét sau khl liru hanh.

Bénh nhén c6 1ién st s6 lugng bach cdu (WBC) thip dang ké v& mat lam sang hodc giam
bach cAw/giam bach cu trung tinh do thubc nén duge theo dai trong vai thang dau didu trj va
nén xem xét vi¢c ngung dung risperidon khi cd dAu hiéu dau tién cua sy suy gidm nghiém
trong WBC vé mat 1dm sang trong truomg hop khéng c6 cic yéu tb gay bénh khac.

Bénh nhan bj gidm bach ciu trung tinh ding ké v& mat 1am sang nén dugc theo dﬁl can thin
vé st hodc céc triéu chimg hoiic dAu hiéu nhigm khuin khéc va diéu tri kip thoi néu cc tridu
chimg hoac dau hiéu do xay ra. Bénh nhéan bj gidm bach cAu nang (sb lugng bach cAu trung
tinh tuyét dbi <1 x 10%L) thi nén ngimg risperidon va theo ddi bach cau cho dén khi hbi

phue.”

R&i loan vin déng mudn / cac tridu chirng ngoai thap (TD/EPS)

Céc loai thude c6 dac tinh dbi khang thu thé dopamin cé lién quan dén viéc gy ra rbi loan
vin dong mudn, dac trung bai cac cir dong nhip nhang khéng chu ¥, chu yéu la & ludi
va/hodc mat. Sy khai dau ciia cac triéu ching ngoal thap 12 mét yéu t6 nguy cu ciia rbi loan
van dong mudn. Néu cac déu hléu va trigu chimg ciia roi loan vén dong mudn xudt hién, nén
xem Xét viéc ngimg sir dung tht ca chc lhum, chong loan than.

Cén than trong & nhimg bénh nhén ding dong thoi risperidon voi thubc kich thich tim than
(vi du methylphenidat), vi cic tri¢u chimg ngoai thap c6 thé xuft hién khi diéu chinh mét
hoiic ca hai loai thuée. Nén ngung din dén viée diéu tri bing thude kich thich.

Héi chirmng an lhan kinh éc tinh (NMS)

Hoi chimg an than kinh ac tinh, diic trumg boi tang than nhiét, cimg co, mét 6n dinh tu chi,
thay doi y thirc va ting nong d¢ creatine phosphokinase huyet thanh da dugc bao cdo xay ra
v6i thube chéng loan thin. C4c dau hiéu bd sung c6 thé bao gﬁm myoglobm niéu (fiéu co
vén) va suy thian cap. Trong truémg hop nay, nén ngimg sir dung tit ca cac thude chong loan
than, bao gém ca risperidon.

Bénh Parkinson va chimg sa sit tri tué thé Lewy

Béac s§ nén can nhic giira rii ro va lgi ich khi ké don thude chong loan thin, bao gdm
risperidon, cho bénh nhan méc bénh Parkinson hodc sa sit fri tu¢ thé Lewy (DLB). Bénh
Parkinson c6 thé tr& nén t6i t& hon khi dimg risperidone. Ca hai nhom déu co thé co nguy co
mic hoi chimg an than kinh 4c tinh ciing nhur tdng nhay cam véi cac san pham thudc ching
loan than; nhitg bénh nhan nay da bj loai khoi cac thir nghlcm lam sang. Bitu hién ciia sur
gia ting do nhay nay c¢6 thé bao gom 10 I4n, khé chiu, mét 6n dinh tu thé véi viée nga thuong
xuyén, ngoai cac triéu chimg ngoai thap.

Tang duong huyét va dai thao dudmg

Tang dudng huyét, dai thao dudmg va dot céip ciia bénh dai thao dudng da c6 tir trude duge
b4o céo trong khi dicu tri hang risperidon. ‘Irong mét s6 truomg hop, béo phi trude do da
duoc bao céo c6 thé 12 mot yéu t6 giy bénh. Nhiém toan ceton da duoc bdo cdo rat hiém va
hiém khi xay ra v6i hén mé do dii thdo dudng. Nén theo dai lam sang thich hop theo cic
huéng din chéng loan than da sir dung. Bénh nhéan dugc diéu tri bang bat ky loai thudc chéng
loan than khong dién hinh nao, ké ca risperidone, nén dugc theo dbi cac triéu chimg cia tang
dudng huyét (nhur khat nhiéu, tiéu nhléu an nhiéu va suy nhupc) va bénh nhan dai thio
dudng nén duoc theo dbi thudng xuyén néu mic kiém soat glucose xéu di.
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Téng cin - -
Tang cin dang ké di duge béo cdo khi sir dung risperidon. Cén nédng cin duoc theo doi

thuomg xuyén.

Tang prolactin mau
Tang prolactin mau la mgt tdc dung khéng mong mubn thudng gap khi diéu trj bing

risperidon. Danh gia nﬁng d6 prolactin trong huyét twong dugc khuyen cdo ¢ nhitng bénh
nhén co6 bang chimg vé céc tac dung khéng mong mubn lién quan dén prolactin (vi du, vit to
0 nam, r6i loan kinh nguyét, rung trimg, r6i loan kha nang sinh sén, giam ham muon tinh due,

rbi loan cuong duong va tlet sira).

Cac nghién ctru v& nubi ciy mo cho thiy rang sur phat trién té bao trong céc khéi u vii & ngudi
c6 thé duge kich thich bai prolactin. Cho dén nay, mic du khéng c6 mbi lién quan 16 ring
nio véi viée sir dung thude chéng loan than da duec chtmg minh trong cic nghién ciru lam
sang va dich té hoc, nén than trong & nhimg bénh nhén co (ién sir bénh lién quan. Risperidon
nén dugc sir dung thén trong cho nhimng bénh nhén cé tang prolactin mau tir trurée va nhirng
bénh nhan co6 thé ¢6 khbi u phu thude prolactin.

Kéo dai khoang QT

Vige kéo dai khoang QT rét hiém khi duge bao céo sau tiép thi. Ciing nhur cac thube Lhong
loan than khéac, can than trong khi ké don risperidon cho bénh nhan da biét c6 bénh tim mach,
tién sir gia dinh c6 khoéng QT kéo dai, nhip tim cham hodc rdi loan dién giai (ha kali mau, ha
magnesi mau), vi n6 c6 thé 1am ting nguy co giy loan nhip tim va sir dung dbng thri véi cac
loai thubc duoc biét 1a kéo dai khoang QT.

Poéng kinh ]
Risperidon nén dugc sir dung thin trong & nhimg bénh nhén c6 tién sir dong kinh hodc cac
tinh trang khac ¢ kha nang lam giam ngudng co giét.

Cuong cumg kéo dai ) )
Cuong cimg duong vit kéo dai co thé xay ra khi diéu trj risperidon do tac dung ngan chin
alpha-adrencrgic cia risperidon.

Diéu hoa nhiét d6 co thé

Su gian doan kha nang giam nhiét dé co thé duoc cho 1a do thudc chéng loan than. Nén cham
soc thich hop khi ké don risperidon cho nhung bénh nhén s¢ gdp céc tinh trang c6 thé gop
phan lam tang nhiét d6 co thé, vi du: tip thé duc géng siic, tlep xie voi nhiét d§ qua cao,
duoc diéu trj déng thdi véi hoat dong khang cholinergic hoic bi mét nuée.

Hiéu imp chﬁng non

Téc dung chéng n6n da dugc quan sat thay trong cac nghién cin tién 1am sang v6i risperidon.

Hiéu ung nay, neu xay ra & ngudi, co thé che dau cac diu hiéu va triéu chirng cia viéc ding
qué liéu véi mot s6 loai thube hodc cac tinh trang nhur tac ruét, hdi chimg Reye va khéi u nio.

Suy thén va suy gan
Bénh nhin suy than c¢6 kha ning ddo thai phin hoat chét chéng loan than kém hon so véi

ngudi lém c6 chitc ning thin binh thudmg. Bénh nhén bi suy chirc nang gan co6 ndng do
risperidon ty do trong huyét tuong ting cao.

Huvyét khdi tinh mach
Cac truong hop huyét khéi tinh mach (VTE) da dugc bao cao khi ding thuée chong loan
thdn. Vi bénh nhan duge diéu tri bang thude chéng loan thin thudng c6 céc yéu 16 nguy co
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mic phai dbi véi VTE, nén tit ca cac yéu t6 nguy co co thé ¢6 déi v6i VTE nén duge xic
dinh tru6c va trong khi diéu tri bang risperidon va thuc hién c4c bién phap phong ngira.

Hoi chimg nmng mit mem trong phau thudt
Hoi chimg méng mat mém frong phau thuat (IFIS) da duge quan sat thay trong qua trinh

phau thuat duc thiy tinh thé & nhitng bénh nhan dwoc didu tri bang thudc cé tac dung dbi
khéng alpha 1a-adrenergic, bao g6m risperidon.

IFIS c6 thé lam ting nguy co bién chimg mat trong va sau phau thuat. Viéc sir dung thuée c6
tac dung dbi khang alpha 1a-adrenergic hién tai hoge trude day nén dugce thong bao cho bac
s§ phau thuit nhan khoa truée khi phAu thuit. Loi ich tiém nang cia viée ngimg lidu phap
chen alphat truge khi phau thudt dyc thuy tinh thé chira duoc xéc dinh va phai duge cin nhic
vai nguy co ngung ligu phap chéng loan than.

Tré em

Trudc khi ké don risperidon cho tré em hoau thanh thiéu nién méc chirng rdi loan hanh vi, cac
déi twong ndy cin duoc danh gid day dil vé cac nguyén nhan thé chét va xa hdi cta hanh vi
hung hing nhir dau hodc cac nhu cau méi truong khéng phi hop.

Tac dung an than ciia risperidon nén duge theo doi chét che & nhom dbi trong nay vi c6 thé
¢ nhimg héu qua vé kha ning hoc tap. Su thay ddi vé theri gian ding risperidon ¢6 thé cai
thién tac dong cua thuéc an thin d61 véi kha nang chi y ciia tré em va thanh thlcu nién.
Risperidon c6 lién quan dén viée ting trong lugng co thé trung binh va chi s6 khdi co thé
(BMI). Nén do cén ning ban dau truéc khi didu tri va theo doi can ning thudng xuyén.
Nhimg thay dbi vé chreu cao trong cac nghién ciru mé rong nhan mo dai han nim trong 2i6i
han phi hop v&i lira tudi du luen Anh huong cia viée didu trj bang risperidon 14u dai déi voi
sy trudng thanh gidi tinh va chidu cao chua dugc nghién ciru day du.

Do céc tic dong tiém 4n clia ting prolactm mau kéo dai dbi véi sy ting truéng va truong
thanh gidi tinh d tré em va thanh thiéu nién, nén xem xét danh gia ldm sing thucmg Xuyén vé
tinh trang noi tiét, bao gom cac phép do chleu cao, ¢an nang, truong thanh vé mat sinh duc,
theo doi chu ky kinh nguyét va cac tAc dung tiém an khac lién quan dén prolactin.

K&t qua tir mot nghién ctru nho duoc quan sat sau khi hru hanh thudc cho thdy nhimg d6i
tuong tiép xic véi risperidon trong do tudi tir 8-16 tudi cao hon trung binh khoang 3,0 dén
4,8 cm so v6i nhimg nguoi ding thuéc chéng loan thin khéng dién hinh khac. Nghién ciu
nay khong du dé xac dinh xem viéc tiép xtc v6i risperidon ¢6 bal ky tac dong nao dén chidu
cao cudi cung cua nguoi truéng thanh hay khong, hodc liéu két qua la do tac dfng tryuc llép
cua risperidone dbi véi sur phat trién cia xuong, hodc anh huong cia ban thén bénh 1y co fir
trude dén sy phat trién ciia xuong, hojc két qua kiém soat t8t hon c4c bénh co ban din dén
tang trudng tuyén tinh.

Trong qua trinh diéu trj bang risperidon, cling nén tién hanh kiém tra thudng xuyén céc triéu
chirng ngoai thap va cac roi loan van dong khac.

Ta dugc

Vién nén ¢6 chira lactose. Bénh nhan co cac van d& di truyén hiém gip vé khéng dung nap

galactose, thiéu hut lactase toan phén hozic kém hip thu glucose-galactose khong nén ding

thudc nay.

7. Sir dung thude cho phu nir cé thai va cho con bi

Sir dung thude cho phu nit ¢6 thai

Khéng c6 dir liéu day di vé viée sir dung risperidon & phu ni¥ ¢6 thai. Risperidon khong gy

quéi thai trong céc nghién ciru trén dong vt nhung céc loal doc tinh sinh san khac da duoc

thay. Khong xac dinh duge nhimg nguy co tiém an cho con ngudi.

Tré so sinh tiép xtc véi thude chéng loan than (bao gnm nspendon) trong ba thang cudi clia

thai ky c6 nguy co bi cac phan tmg khéng mong mudn bao gom céc triéu chimg ngoai thap

va/hodc cai thude, co thé khac nhau vé mirc d6 nghiém trong va thoi gian sau khi sinh. Da ¢o
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béo céo ve tinh trang klch déng, tang truong luc, giam truong llrc co, run, budn ngi, suy ho
hap hodc rdi loan an ubng,. Do dé, tré so sinh can duoc theo doi cin than.

Khéng nén ding risperidon trong thoi kv mang thai trir khi tht can thiét. Néu cén ngung
thubc khi mang thai thi khong nén dimg dt ngdt.

Sir dung thuée cho phu nit cho con bu

Trong cac nghién ciu trén dong vit, risperidon va 9-hydroxy-risperidon dwoc bai tiét qua

sifa. Risperidon va 9- hydroxy-risperidon duge chimg minh rang ciing duoc bai tiét qua sita

me v&i sO luong nhé. Khang co6 san dif ligu vé phém {mg c6 hai & tré bu me. Vi vy, lgi ich

clia viée nudi con bing sira me can duoc cén nhic v6i nhirng nguy co tiém 4n cho dira tré.

8. Anh hwéng ciia thude 1én khi nang Lii xe, vin hanh may mée

CAn than trong khi 1ai xe/vén hanh may méc.

9. Tuong tac, twong ky cia thude

Twong tic

Twong téc lién quan dén dwoc lue hoc

Thuée kéo dai khodng OT

Ciing nhu céc thude chong loan than khac, nén thin trong khi ké don risperidon v6i cic san

phiam thude cé tac dung kéo dai khoang QT, chéng han nhu thude chéng loan nhip tim (vi dy: ;
quinidin, dysopiramid, procainamid, propafcnon, amiodaron, sotalol), thuéc chéng tram cam
ba vbng (vi du: amitriptylin), thude chong tram cam bon vong (vi du: maprotilin), mot )
thuée khang histamin, thuée chéng loan thin khac, mét s& thube chéng sbt rét (vi du: quinin
va mefloguin), va véi che loai thude giy mét l..aTl bing dién giai (ha kali mau, ha magnesi
méu), thude gdy nhip tim chdm hodc nhing thudc irc ché chuyén héa & gan cua risperidon.

Danh séch nay 14 chi din va khéng day da.

Thuée téc dong 1én than kinh trung wong va ruQu

Risperidon nén dugc sir dung thin trong khi két hop vai cac chét c6 tac dung trén than kinh
trung wong khac, dic biét 1a ruou, thude phién, thudc khang histamin va benzodiazepin do
tang nguy co an thin,

Levodopa va chit chii vin dopamm

Risperidon ¢co6 thé dbi khang voi téc dung cia levodopa va cac chét chu van dopamm khéc.

Néu sy két hop nay duoc cho 1a can thi |et dic biét 1a & benh Parkinson giai doan cudi, nén ké
don liéu thap nhét ¢ higu qua trong mdi lin diéu tri.

Thudc ¢ tdc dung hg huyét dp

Ha huyét 4p c6 ¥ nghia 1am sang d& duoc quan sat sau khi luu hanh thudc trong viée sir dung
d(")ng thdi risperidon voi diu tri ha huyét ap.

Thudc kich thich than kinh

Viée sir dung két hop thube kich thich than kinh (vi du methylphenidat) véi risperidon ¢ thé
dan dén cAc triéu chimg ngoai thap khi thay d6i mét trong hai hodc ca hai phuong phap didu
tri.

Paliperidon

Khong khuyen céo sur dung dong thoi risperidon duong ubng vai paliperidon vi paliperidon la
chét chuyén héa c6 hoat tinh ciia risperidon va su két hop cia ¢4 hai c6 thé dan dén phoi
nhiém véi phan thube Lhun‘g, loan than co hoat tinh céng thém.

Tuong téc lién guan dén duge d6ng hoc

Thire &n khéng anh hmmg dén su hap thu ciia risperidon.

Risperidon duoc Lhuy&]‘l hoa chii yéu qua CYP2D6 va & muc d6 thip hon qua CYP3A4. Ca
risperidon va chat chuyén héa cé hoat tinh ctia né 1a 9-hydroxy-risperidon déu 1a chit nén cua
P-glycoprotein (P-gp). Céac chit 1am thay di hoat dong cia CYP2DS, hodc cac chit irc ché
manh hodc cdm tmg manh CYP3A4 vathodc P-gp, co thé anh huéng dén duge dong hoc cua
phén thuéc ¢6 hoat tinh chdng loan than risperidon.
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Chat 17 e ché CYP2D6 manh

Ding dnng thoi risperidon véi cht irc ché CYP2D6 manh co thé lam ting néng do risperidon
trong huyét tuong, nhung lim gidm phan hoat tinh chnng loan than. Liéu cao hon ctia chat (rc
ché CYP2D6 manh c6 thé 1am ting néng d6 cia phﬁn thube chong loan than c6 hoat tinh
risperidon (vi du paroxetin, xem bén du6i). Du kién ring cac chét e ché CYP2D6 khac,
chang han nhu quinidin, c6 thé anh huémg dén nong do trong huyét tuong cua risperidon theo
cach tuong ty. Khi ding dong thoi paroxetin, quinidin, hodc mot chét uc ché CYP2D6 manh
khéc, dac biét 1a & liéu cao hon, dugc bit ddu hodic ngimg sir dung, bac sy nén danh gi4 lai
lidu dung nspendun

Chit k¢ ché CYP3A4 valhodic P- -&p

Str dung dﬁng thoi risperidon. v6i chit e ché CYP3A4 va/hodc P-gp manh ¢6 thé 1am tang
dang ké ndng do trong huyét twong cta phan thudc c6 hoat tinh chéng loan than cua
risperidon. Khi ding déng thoi itraconazol hodc mdt chit e ¢ché CYP3A4 va/hoic P-gp
manh khac duoc bat ddu hodc ngimg sir dung, bac sy nén danh gia lai liéu ding risperidon.
Chdt cim tng CYP3A44 va/hodc P-gp

Str dung dbng thori risperidon vii chét cam tmg CYP3A4 vd/hoic P-gp manh cé thé 1am giam
nong do trong huyét twong cia phan thude ¢6 hoat tinh chéng loan thén ciia risperidon. Khi
ding dbng thoi carbamazepin hoac chit cam img CYP3A4 va/hodc P-gp manh khic duge bt
dau hojc ngimg sit dung, bac s§ nén danh gia lai litu dung cia risperidon. Céc chat cam 1tng
C‘{P3A4 phét huy tiac dung khéng mong muén thude vao thoi gian va co thé mét it nhat 2
tuan dé dat dugc higu qua t6i da sau khi dua vao. Nguoc lai, khi ngimg sir dung, cdm ng
CYP3A4 c6 thé mét it nhat 2 tun dé giam tac dung,

Thudc lién két véi protein cao

Khi ding risperidon cung v&i cac thudc lién két véi protein cao, khong ¢6 sur dich chuyén cé
lién quan vé mit lam sang cia mt trong hai loai thudc ra khoi profein huyét tuong,

Khi sir dung thude dong thoi, nén tham khao thong tin nhén thude tuong ting dé biét théng tin
vé dudng chuyén hoa va kha nang cAn didu chinh liéu lugng.

Tré em

Nghién ciru tuong téc chi dugc thuc hién & ngudi 16n. Chua 1o vé sy lién quan ciia céc két
qua tir nhimg nghién ciru nay O tré em.

Viéc sir dyng két hup thudc kich thich Ihan kinh (vi du, methylphenidat) véi risperidon & tré
em va thanh thiéu nién khong lam thay doi durge dong hoc va higu qua ciia risperidon.

Vidu

Vi dy vé céc loai thubc ¢6 thé twong tic hodc duge ching minh 13 khong twong tic voi
risperidon dwgc ligt ke dudi day:

Anh hwdng cia cdc san pham thube khdc dén dwge @ong hoc cuia risperidon

Thudc khdng khudn:

e Erythromycin, mét chit irc ché CYP3Ad4 vira phai va chét irc ché P- -gp, khéng 1am thay d6i
duge dong hoc cha risperidon va phén thuéc ¢6 hoat tinh chéng loan than.

e Rifampicin, chit cam img CYP3A4 manh va chét cam @mg P-gp, Jam gidm ndng dé trong
huyét twong ctia phan thudc c6 hoat tinh chéng loan than.

Anticholinesterase:

e Donepezil va galantamin, 1a chét nén cia CYP2D6 va CYP3A4, khéng cho thiy tac dung
lam sang c6 lién quan dén dugc dong hoc cia risperidon va phan thude cé hoat tinh chéng
loan than.

Thuée chong déng kinh:

e Carbamazepin, mat chat cam img CYP3A4 manh va mét chit cam (mg P-gp, di duge
chimg minh la lam giam néng d6 trong huyét tirong ciia phan nspendun c6 hoat tinh chong
loan than. Céc tac dung tuong tu cob thé duoc quan sét thay véi vi du, phenytoin va
phenobarbital cling cam (mg men gan CYP3A4, ciing nhu P-glycoprotein.
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o Topiramat lam giam nhe sinh kha dung cta risperidon, nhung khong lam giam sinh kha
dung ciia phan thube c6 hoat tinh chéng loan than. Do d6, twong tac nay khong c6 ¥ nghia
lam sang.

Thuée khéng ndm:

e Itraconazol, mot chét irc ché manh CYP3A4 va mot cht tre ché P-gp, voi lidu 200 mg/ngay
da lam ting khoang 70% nﬁng d6 trong huyét tuong ciia phfm thudc c6 hoat tinh chéng loan
than, & liéu risperidon tir 2 dén 8 mg/ngay.

e Ketoconazol, mdt (,hdl rc ché manh CYP3A4 va mét chét \rc ché P- -BP; voi lidu lugng 200
mg/ngdy lam (ang nnng d risperidon trong huyét twong va giam nong dé 9-hydroxy-
risperidone trong huyet tuong.

Thuéc chéng loan than:
® Céc phenothiazin c6 thé lam ting nong dé trong huyét tuong cna risperidon nhung khong

lam tang ndng d6 cia phan thuéc 6 hoat tinh chéng loan thin.

Thuée khdng virus:

e Thudc ic ché protease: Khéng cé san dir licu  nghién ciru chinh thire; tuy nhién, vi ritonavir

13 chét ic ché manh CYP3A4 va chat (¢ ché yén CYP2D6, ritonavir va cac chit drc ché

protease thng cudmg ritonavir ¢ kha ning lam tang ndng d6 cha phin thude cé hoat tinh

chong loan thin cia risperidon.

Thuée chen beta:

® Mot sb thube chen beta ¢6 thé lam ting ndng d6 trong huyét tucmg cha risperidon nhimg

khong lam tang nong do cia phéan thude ¢6 hoat tinh chéng loan than.

Thuoc chen kénh calci:

e Verapamil, mt chét trc ché vira phai CYP3A4 va mot chét irc ché P- -gp, lam ting ndng d6

frong huyét trong cia risperidon va phéan thudc c6 hoat tinh chéng loan thén.

Thuoc tieu hoa:

e Thubc dbi khang thu thé Hp: Cimetidin va ranitidin, ca hai chét irc ché yéu CYP2D6 va

CYP3A4, lam tang sinh kha dung cia risperidon, nhung chi bing mot phin nho cia thube cb

hoat tinh Chﬂﬂb loan than.

Thudc 1re ché 1di hap thu serotonin ¢ chon lpc (SSRI) va rhuac chéng tram cam ba vong:

e Fluoxetin, mot chét tic ché manh CYP2D6, lam tang nong dd risperidon trong huyét tirong,

nhung it [am tdng néng d6 thubc co hoat tinh Lhong loan than.

e Paroxetin, mét chét (rc LhC manh CYP2D6, lam ting nong do risperidon trong huyét tuong,

nhung & liéu hrong 1én dén 20 mg/ngdy, it hon phan hoat tinh Lhunb loan than. Tuy nhién,

litu cao hon cuia paroxetin ¢6 thé 1am tang néng do cia phan thude c6 hoat tinh chéng loan

thin cua risperidon.

e Thubc chéng trim cam ba vong ¢6 thé lam tang ndng do trong huyet tm:mg cua risperidone

nhung khéng lam ting nong do cna phin thube c6 hoat tinh chong loan than. Amitriptylin

khéng anh hudng dén duge dong hoc cua risperidon hojic phén thudc cé hoat tinh chong loan

thén.

e Sertralin, mot chét (re ché yeu CYP2D6, va fluvoxamin, mot chét e ché yeu CYP3A4, &

liéu 1én dén 100 mg/ngay khong lién quan dén nhitng thay d6i dang ké vé mat lim sing ciia

phén thudc cé hoat tinh chéng loan thin ctia nspendon Tuy nhién, lidu cao hon 100 mg/ngay

ciia sertralin hofic fluvoxamin c6 thé 1am ting ndng do cia phan thudc c6 hoat tinh chéng

loan thin cua risperidon.

Anh Irdng chia risperidon dén duee dong hoc ciia cidc s@n phiim thude khdc

Thudc chong dong kinh:

e Risperidon khéng cho thiy tac dung c6 lién quan v& mit lam sang dbi véi dugc déng hoc

cua valproat hoac topiramat.

Thuéc chong logn rhan

e Aripiprazol, chit nén cia CYP2D6 va CYP3A4: Risperidon dang vién hoac thudc tiém

khéng anh huong dén duge dong hoc téng cOng cua aripiprazol va chét chuyen héa c6 hoat
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tinh cua né, dehydroaripiprazol.

Glycoside tim:

e Risperidon khong cho thiy tic dung c6 lién quan vé mit lam sang dbi voi duge dong hoc
ciia digoxin.

Lithium: -

e Risperidon khong cho 1hfly tac dung c6 lién quan vé mat ldm sang dbi véi duge déng hoc
cia lithium.

Siv dung dong thoi rispmdon vdi furosemid

¢ Ty Ié tir vong tang & bénh nhén cao tudi bi sa sit tri tué khi ddng ddng thoi v6i furosemid.
Twong ky,

“Do khong co cac nghién cuu vé 1inh tuwomg ky ciia thuoe, khing trén ldn thudc nay véi cde
thuée khdc ",

10. Tac dung khing mong mu{m ciia thube

Céc tac dung khong mong mubdn cua thube (ADR) duoc béo céo thudmg gap nhat (ty 18 méc
bénh > 10%) la: Parkinson, an than/budn ngu, nhirc dan va mét ngi.

Céc ADR c6 vé lién quan dn 1idu lirong bao pdm bénh Parkinson va chimg loan sic t6.

Sau day 1a tit ca cac ADR da duge béo céo trong cac thir nghiém lam sang va kinh nghiém
sau khi luu hanh thube véi risperidon theo phén loai tin 5ual dugc udce tinh tir cae thir nghiém
lam sang. Cac thudt ngit va tAn sudt sau duoc 4p dung: rat thuomg gip (> 1/ 10), thudng gip (>
1/100 dén <1/10), it gap (= 1/ 1.000 dén <1/100), hiém gap (= 1 / 10.000 dén <1 / 1.000) va
rat hiém gap (<1/10.000).

Trong mdi nhém tin suét, cAc tac dung khéng mong mudn duoc trinh bay theo thir tw mirc do
nghiém trong gidm dan.

khun dudmg ho
hip trén, viém

xoang, nhiém
A » .a

khuan duong tiét

niéu, nhiém

khuén tai, cim

quang, nhiém khuén
mat, viém amidan,
nam moéng, nhiém
khuén cuc by viém
mé té bao, nhiém
virus, viém da

Co quan Phin irng ¢6 hai (ADR)
Thn suit
rit thwong rit hiém
gip thudng gip it gip hiém g3p gip
Nhiém kl}_uﬁn viém phoi, viém|nhiém khuan dudng|sy ‘ nhiém
va bdi nhiém phé quan, nhiémhé hép, viém bang|khuin

R&i loan méu
va hé bach
huyét

giam bach ciu trung
tinh, giam bach céu,
giam tiéu ciu, thiéu
mau, giam
hematocrit, ting
bach cAu 4i toan

mét bach cén
hat®

R6i loan hé
thong  mién
dich

qua man cim

phan g phan
Ve

R(f)i loan nbi1
tiét

tang prolactin

mau”

r6i loan tiét
hormone

chong bai niéu,
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glucose niéu

R6i loan
chuyén hoa
va dinh
dudng

ting cén, ting
cam giac thém an,
gidm cam  gidc
thém &n

dai thio dwong’,
tang dudmg  huyét,
ubng nuée nhiéu
nhung van mau
khat, gidm cén, chan
an, tang cholesterol
mau

nhiém doc
nuact, ha
dudong  huyét,
ting  insulin
mau‘, tang

triglycerid mau

nhiém
toan
ceton do
titu
duong

R6i loan tam
than

mét ngu®

rbi loan giic nga,
kich dong, tram
cam, lo lang

hung cam, trang thai
b6i rdi, giam ham
mubn tinh duc, lo
ling, 4c méng

héi chimg cing
frirong lue,
chimg mdng
du, roi loan dn
ubng lién gquan
dén gidc ngu,
hiéu dng cam
xic cun mon,
chimg 16i loan
cuc khoai

R6i loan hé
théan kinh

an
than/budn
ngu,
[parkinson?,
nhirc dau

Chimg nim ngdi
khéng yén?, loan
truong luc cod,
chéng mit, rdi
loan véan ddng?,
run

ri loan van dong
cham, thiéu mau
ndo, khiéng phéan
tmg vai kich thich,
mét ¥ thirc, mie do
y thirc suy gidm, co
giatd, ngt, tang
dong tAm than, rbi
loan thiang bing,
phbi hop bét thudng,
chéng mat tu thé, roi
loan chi y, rbi loan
ngodn ngix, roi loan vi
gidc, giam cam giac,
dj cam

héi chimg an
thdn kinh 4c
tinh, r6i loan
mach mau nio,
hén mé do tiéu
dudng, rbi loan
cir dong dau

R6i loan mét

mdr mﬁt, viém két
mac

so anh séng, khd
mat, tang 1iét nudc
mat, tang nhan 4p

bénh ting nhan
4p, r10i loan
chuyén  dong
mfxt, dao mfxt,
doéng vdy mi
mat, hdi chimg
mf"mg mét
mém (trong
phau thuat)®

Ro1 loan (ai
va mé dao

chong mit, 0 tai, dau
tai

R61 loan tim

nhip tim nhanh

rung nhi, block nhi
thit, réi loan dan
truyén, dién tdm )
QT kéo dai, nhip tim
cham, dién tdm d6

réi loan nhip
tim xoang
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bAt thudmg, danh
tréng ngue

Roi loan
mach mau

ting huyét ap

ha 'huyét a}p, ha
huyét 4p thé dimg,
do bimg

thuyén tac
phoi, huyét
khdi tinh mach

Réi loan hé

hép, 16ng
nguc va trung
that

khé the, dau
rhong, ho, chay
mau cam, nghet
miii

tén thuong phdi do
hit phai, tic nghén
phéi, tic  nghén|
dudng hé hip, ran,
th¢ kho khe, kho
thé, rbi loan hd hip

hoi chimg
ngung thé khi
ngu, tang
thong khi

Réi loan tiéu
hoa

dau bung, kho
chiu & bung, nén,
budn noén, tao
bén, tiéu chay,
kho tiéu, kho
miéng, dau ring

dai tién mat chi
dong, u phéin, viém
da day rudt, kho
nudt, ddy hoi

viém tuy, tic
rudt, sung ludi,
viém moi

liét rudt

R6i loan da
va md dudi
da

phét ban, ban dé

may day, ngira, rung
téc, ting  sing,
cham, da kho, déi
mau da, mun (rimg
ca, viém da tiét b
nhon, roi loan da,
t6n thuong da

di‘ ung thubc
thé ban do, giu

|pht mach

R6i doan co
xuong va mod
lién két

co that co, dau co
xuong, dau lung,
dau khép

ting creatin
phosphokinase mau,
tur thé bat thudmg,
cimg khép, sung
khép, véu co, dau ¢b

tiéu co vén

A -
Roi loan than
va tiét niéu

tiéu khéng ty chi

tiéu nhiéu, bi tiéu,
khé tiéu

Céc tinh trang
mang  thai,
thoi ky héu
san va so sinh

Héi, chimg cai
thuéc ¢ tré so
sinh®

R6i loan hé
sinh duc va
vi

r6i  loan  cuong
dwong, rbi loan xudt
tinh, v6 kinh, réi
loan kinh nguyétd,
v 1o ¢ nam, da tiét
sita, roi loan chire
ning tinh duc, dau
vil, khé chiu & v,
tiét dich am dao

thi¢u san',
cham kinh,
cAng siva, phi
dai tuyén vi,
tiét dich vii

R6i loan
chung

Phid, s6t, dau
nguc, suy nhuge,
mét moi, dau

phii mat, d¢n_lanh,
nhiét dé co thé ting,
dang di bat thuong,
khat nwdc, khod chiu

ha than nhiét,
lanh ngoai vi,
héi chimg cai
thudc, U o
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& nguc, tAm trang
bat 6n, cam thdy bat
thuong, kho chiu
R6i loan gan ting transaminase,|vang da
mét tang gamma-
glutamyltransferase,
ting enzym gan
Chén thwong, nga dau trong phau thujt
ngd doc va
cic bién
chimg  phiu
thudt

* Tang prolactin mau trong mét s6 trudmg hop c6 lhc dan dén nit hoa tuyén vi, rdi loan kinh
nguyét, v kinh, rung trimg, rdi loan sinh duc, réi loan sinh san, giam ham muén, r6i loan
cuong duong.

b Trong cac thir nghiém c6 d6i chimg véi gia duge, bénh dai thao dudng duge béo cdo la
0,18% & nhimg nguoi dwoc diéu tri bang risperidon so véi ty 18 0,11% ¢ nhom ding gid
duge. Ty 1¢ chung tir 14t ¢4 cac thir nghiém lam sang 1a 0,43% & tét ca céc dbi twong duge
didu tri bang risperidon.

¢ Khéng duoc quan sat thdy trong cac nghién ciru 1Am sang ciia RISPERIDON nhung dugc
quan sat thiy trong méi fnrong sau khi luu hanh risperidon.

dR6i loan thap tri licu c6 thé xay ra: Parkinson (ting tiét nudc bot, cimg co xwong, parkinson,
chay nudc dai, dAu banh xe ring cua, chdm cir déng, giam vin dong, mat do, cang co, mét
chimg van dong, cimg dau, clmg co, parkinson run lic nghi va chirng nim ngdi khéng yén
(nAm ngdi khéng yén, bdn chdn, tang vin dong va hoi chimg chan khong yén), run, rdi loan
van déng (rdi loan vin dong, co gift co, mia giat, bénh teo co va rung giat co), loan truong
luc co. Loan trwang lwe bao gom loan trirong luce co, ting truong luc, co that co, co that co
khong ty chu, co thit co gidm thi luc, liét ludi, co thit co mit, co thét thanh quan, suy nhugc
co, u mét, co thit hiu hong, u ming phm co thét lui va cimg ham. Cén hru ¥ ring bao gom
nhleu triéu ching réng hon, khéng nhét thiét c6 nguon gbc ngoai thap. MAt nga bao gdm:
mat ngii ban déu, mét ngi gitia; Co gifit bao gbm: Con co giét 16n; Réi loan kinh nguyét bao
gdm: Kinh nguyét khong déu, thiéu kinh; Phit bao gom: phii toan than, phti ngoai vi, phi rd.

Tac dung khdéng mong mubn duoc ghi nhin véi paliperidon

Paliperidon 1a chét chuyén hoa ¢6 hoat tinh cia risperidon, do @6, hé so phan (mg c6 hai cia
cac hop chit nay (bao gdm ca cbng thirc ubng va tiém) ¢6 lién quan v&i nhau. Ngoai céc phan
img c6 hai trén, phan (mg c6 hai sau day da ducgc ghi nhdn khi sir dung cac sén phAm
paliperidon va cé thé xay ra véi risperidon.

Réi loan tim: Hoi chimg nhip tim nhanh tur thé dimg

Nhom anh huong

Ciing ) nhu céc thude chéng loan than khac, rat hiém trudng hgp kéo dai QT da duge bio cao
sau [le thi vai risperidon. Cac téac dung trén tim lién quan dén nhém khac dugc bdo cdo véi
thude chéng loan thin kéo dai khoang QT bao gbm loan nhip thét, rung thit, nhip nhanh thét,
dot ty, ngung tim va xoén dinh,

Huyét khai tinh mach

Cac truomg hop. huyet khéi tinh mach, bao gém ¢4 cic trubng hop thuyen tic phdi va cic
trudng hop huyét khéi tinh mach sin, da dugc bao cdo véi cac thube chdéng loan than (13n
suét khong 16).

Tang cdn
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Trong nghién ciru & bgnh nhan tim than phén liét & ngudi 1ém, cho théy ty I ting cén Idn hon
c6 ¥ nghia théng ké & nhom sit dung risperidon.

Trong nghién citu & nhém tré em va thanh thiéu nién bi réi loan hanh kiém va céc rdi loan
hanh vi gay r6i khac, trong cAc nghién ciru dai han, cén ning ting trung binh 7.3 kg sau 12
thang diéu tri. Mirc tang can mong doi cia tré em binh thuong tir 5-12 tudi 12 3 dén 5 kg mbi
nam. Tir 12-16 tudi, mirc ting 3-5 kg mai nam nay dugc duy tri & tré em gai, trong khi tré em
trai tang khoang 5 kg méi nam.

Théng tin bd sung cho cic dbi tuong dac biét

Céc phan rng khong mong mudn cia thudc da dugc bao cdo véi ty 1€ cao hon & bénh nhan
cao tudi bi sa sut tri tué hodc bénh nhi so voi ngudi lém dioe mo ta dudi day:

Bénh nhén cao tudi bi sa siit iri tué

Con thiéu mau ndo thoang qua va tai bién mach mau ndo 1a ADR dugc bao céo trong cac thir
nghi¢m lam sang vai tAn suét lan luot 4 1,4% va 1,5% & bénh nhén cao tubi bj sa st tri tué.
Ngoai ra, cdc ADR sau day dugc bao cdo v6i tAn suit > 5% & bénh nhan cao tudi bi sa sat tri
tué va vé&i thn sudt it nhat gip d6i & nhimg ngudi trudng thanh khac: nhiém khuén dudng tiét |
niéu, phit ngoai vi, hén mé va ho.

Bénh nhi ' f
Noi chung, loai phan irng khong mong mubn & tré em dugc cho la twong tir nhu phan img &
ngudi 16n.

Cac ADR sau day da dum. bo cdo véi tan sufit > 5% & bénh nhi (5 dén 17 tudi) va véi tin
suét it nhat gip doi tan sudt gip trong cic thir nghiém 1am sang ¢ ngudi lon: buén ngu/an
than, mét moi, nhire dau, ting cam giac thém &n, nén 64, nhiém khuin dudng hé hép trén,
nghet mili, dau bung, chéng mat, ho, sét, run, tiéu chay va dai dim.

Chua nghién ctru ddy du vé anh hudmg cia vide diéu tri bang risperidon dai han dbi véi sur
trudmg thanh vé gidi tinh va chiéu cao.

11. Qua liéu va cich xir tri

Tri¢u chirng

N6i chung, céc diu hidu va tridu chimg duge bao cao la do phong dai cac tic dung duge ly da
biét cia risperidon. Chiing bao gom budn ngii va an than, nhip tim nhanh va ha huyét 4p, va
céc triu chimg ngoai thap. Qua lidu, kéo dai khoang QT va co gidt d4 dwoc bio cdo. Xoan
dinh da dugc bao céo lién quan dén qua liéu khi két hop ciia risperidon va paroxetin.

Trong trudng hop qué liéu cip tinh, cin xem xét kha nang ding nhiéu thube.

Diéu tri

Thiét 1ap va duy tri duong thé théng thoang, dam bao du oxy va thong khi. Chi nén cén nhic
su dung than hoat cling v6i thuéc nhuan trang khi da ubng thubc it hon mét gior. Viée theo
d6i tim mach nén bit dau ngay 1ap tire va nén bao gom theo ddi dién tam do lién tuc dé phat
hién céc réi loan nhip tim cé thé xay ra.

Khéng c6 thube giai doe cu thé cho risperidon. Do d6, cic bién phap hd trg thich hop cin
dugc thlét 1ap. Tut huyét 4p va truy tudn hoan cin dugc diéu tri bing cac bién phép thich hgp
nhu truyén dich finh mach va /hodic thude cuong giao cam. Trong truong hop cé cac triéu
chimg ngoai thap nghiém trong, nén dung thude khang cholinergic. Cin tiép tuc theo ddi va
giam sat y t& chat ché cho dén khi bénh nhan héi phyc.

12. Pdc tinh dwge lire hoc

Nhom duge 1y: Thude chong loan thin khac

Mi ATC: NO5SAX08

Co ché tac dung

Risperidon 13 mot chit dbi khang monoaminergic ¢6 chon loe véi nhing déc tinh riéng biét.
Rmpcndnn c6 4i luc cao voi cdc thu thé serotonin 5-HT» va dopamine Ds. Risperidon ciing
gén két vao thu thé a; (alpha 1-adrenergic) va c6 i luc thip hon véi thy thé histamine H; va
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thy thé - -adrenergic. Risperidon khong c6 ai lye vai cac thy thé cholinergic. Mic du
risperidon la chét dbi khang manh v&i thu thé D,, dugc xem la cai thlén cac triéu chu’ng

duong tinh ctia bénh tim than phan liét, nhung rlsperldone it gay trc ché cac hoat déng ve vén

dong va it giy chimg gilr nguyén tw thé hon céc thudc chdng loan than kinh dién. Khi tac

dung déi khang dopamin va serolonin lrung vong can bang, co thé lam giam nguy co gy tac

dung khéng mong mudn ngoai thap va mé réng tac dong diéu trj ddi véi céc triéu chimg am

tinh va tri¢u chirng cAm xtc & bénh nhin tim thin phan liét.

13. Pie tinh dwoc déng hoc

Hip thu

Risperidon dugc hap thu hoan toan sau khi ubng, dat ndng d¢ dinh trong huyét tuong trong

vong 1 dén 2 gi¢r. Sinh kha dyung tuyét d6i dudng ubng clia risperidon 12 70% (CV = 25%).

Sinh khé dung tuong ddi dtrbng ubng cuia risperidon (ir mol vién thudc 13 94% (CV = 10%)

50 v6i mot dung dich. Sy hip thu khéng bi 4nh hudng bi thire dn va do do risperiden c6 thé

dwoc ding lie no hodc I doi. Trang thai én dinh cua risperidon dat dugc trong vong | ngay

& hau hét bénh nhan. Trang thai 6n dinh cna 9-hydroxy-risperidone dat dugc frong vong 4-5

ngay sau khi ding thube.

Phin b6

Risperidon duoc phén bd nhanh chéng. Thé tich phian bd 13 1 - 2 Likg. Trong huyét tuong,
risperidon dugc gan két véi albumin va ay-acid glycoprotein. Ti 1€ gin két vai protein huyel

twong cia risperidon 1a 90%, ciia 9-hydroxy-risperidon la 77%.

Bién dbi sinh hoc va thdi triv

Risperidon dugc chuyl:n hoa bai CYP 2D6 thanh 9-hydroxy-risperidon, chét chuyén héa ndy

c6 hoat tinh duge Iy frong tir nhu risperidon. Risperidon cfng voi 9- hydroxy—nspcrldon tao

phéan c6 hoat tinh chong loan than. CYP 2D6 phu thudc vao da hinh di truyén. Nhimg nguri

¢6 CYP 2D6 chuyén héa binh thudng chuyén doi Risperidone nhanh chong thanh 9-hydroxy-
risperidone, trong khi nhimg ngudi ¢6 CYP 2D6 chuyén héa kém chuyen doi risperidon thanh h\\
9-hydroxy-risperidon chdim hon nhiéu. Mac di nhitng ngudi chuyén héa binh thirdmg cé nong () N\X
do risperidon thip hon va néng do 9-hydroxy-risperidon cao hon so voi nhitng ngudi LhU)ILIl
héa kém, duge dfng hoc cha Risperidone va 9-hydroxy-risperidon két hop (tirc 1a phan c6 | J
hoat tinh chéng loan than), sau khi ding mét lidu va nhiéu liéu twong tir nhau & nhitng ngudi 1 MINH /7/
chuyén héa binh thudng va nhimng nguoi chuyén héa kém CYP 2D6. /(f,‘-'*/
M@t con dudng chuyén héa khic cia risperidon 12 khir N-alkyl héa. Céc nghién ctru in viro — 7
trén microsom gan ngudi cho thiy risperidon & nong dd phit hop lam sang khong irc ché dang ==
kr:: sur chuyén hoa ciia cc loai thude duge chuyén hoa béi cic isozym cytochrom P450, bao

goém CYP 1A2, CYP 2A6, CYP 2C8/9/10, CYP 2D6, CYP 2 va CYP 3A5. Mot tuin sau khi

dung, 70% liéu dung dugc bai tiét qua nuée tiéu va 14% qua phan. Trong nuée tiéu,
nspendon cdng voi 9-hydroxy-risperidon chiém 35 -45% lidu dung. Phén con lai 12 cac chét
chuyén héa khong c¢6 hoat tinh. Sau khi dugc uéng & bénh nhén loan thén, risperidon duoc

loai bo vé&i thai gian ban thai khodng 3 gid. Thoi gian ban thai cia 9-hydroxy- risperidon va

ctia phin c6 hoat tinh chéng loan thin 14 24 gid.

14. Quy cich déng goi

Hop 3 vix 10 vién.

15. Pitu kién bio quan, han ding, tiéu chufn chit hrgng cita thude

Diéu kién bao quan: Bio quan dudi 30°C, tranh 4nh sing.

Han ding: 36 thang ké tir ngay san xual.

Tiéu chuin: BP

16. Tén, dia chi co sé sdn xuit thudc

V. S. INTERNATIONAL PVT. LTD.

Plot No. 17 & 18, Golden Industrial Estate, Somnath Road, Dabhel, Daman, 396 215, An D6.
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