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PHARBARID 2
uyén cdo khi ding thube
)eK tay tré em, doc k¥ hudng dén str dung trude khi dung.
Thﬁ.ng bao cho béc s téc dung khéng mong mudn khi st dung thude.
Thude nay chi ding theo don thudc.
2. Thanh phin edng thire thude (cho 1 vién nén bao phim)
Thanh ;thfﬁ duweoe cht:
RISPEIIAON. 1. vuevviii it iriiee v bisireeemessreisnsssnimss s s s as s e s ranessssssesssssssansensses 250 TG,
Thanh phdn td dwge: Microcrystallin cellulose 101, lactose monohydrat, hydroxypropyl
methyl cellulose 6cps, natri starch glycolat, natri lauryl sulfat, colloidal silicon dioxyd,
magnesi stearat, talc, titan dioxyd, PEG 6000, mau sunset yellow conalake vira du 1 vién.
3. Dang bao ché: Vién nén bao phim. Vién nén bao phim hinh tron, mau vang nhat, mot mt
tron, mat con lai ¢6 khiac mét vach ngang, canh va thanh vién lanh lan.
4, Chi dinh:
Diéu trj tam than phan ligt,
Diéu trj cdc dot hung cam cép tir vira dén nang lién quan dén roi loan ludng cue.
Piéu tri ngn han triéu chimg (1én téi 6 tudn) cac hanh vi gy hén truong dién trong rdi loan cu
XUt & tré em ti 5 tudi va thanh thiéu nién bi thiéu ning trf tué¢ hodc chdm phat trién tri tu¢ theo
tiéu chudn chan doan DSM-IV, c6 giy hén dit di hodc hanh vi ddp pha khéac doi hoi phai diéu tri
bang thude. Diéu tri bang thude nén 1a mot phén khong thé thiéu cia mdt chuong trinh diéu tri
toan dién, bao gdm can thiép tim ly xa hdi va gido duc. Risperidon dugce khuyén cdo ké toa boi
chuyén gia than kinh tré em va chuyén gia tim than cho thanh thiéu nién va tré em hodc nhimg
thiy thudc c6 kinh nghiém trong diéu tri rdi loan cur xir & tré em va thanh thiéu nién.
5. Cich dung, liéu dung:
Cach diing
Pharbarid 2 duoc dung theo duomg udng. Thire #in khong lam anh hudng dén su hép thu thude
cua Pharbarid 2.
Liéu diing
Bénh tim thin phin ligt
- Ngudai lon:
+ Pharbarid 2 ¢6 thé duge dung 1 1dn hodc 2 lin mdi ngay.
+ Bénh nhan nén khoi dau voi lidu risperidon 2 mg/ngay. Nén tang lidu 1én 4 mg vao ngay
thtt hai va ¢ thé duy tri diéu trj bang lidu nay, hojc lidu duy tri 6 thé thay ddi tuy theo

tirng ngudi bénh néu can. Hau hét bénh nhan s& dap ung tot voi liéu tir 4 mg dén 6 mg



https://trungtamthuoc.com/

mdi ngay. O mot sé bénh nhan, giai doan didu chinh liéu cham hon va lidu khoi dau, liéu
duy tri thip hon ¢6 thé phii hgp.

+ Lidu trén 10 mg/ngay khong thiy ¢ hiéu qua cao hon so véi nhiing lidu thdp hon va co
thé gy ra nhimg triéu chung ngoai thap. Vi vdy d an toan cta liéu trén 16 mg/ngay chua
duoc danh gia, do dé khong nén dung lidu cao hon murc ndy.

Nguoi gia: Lidu khoi ddu nén dung 13 0,5 mg x 2 lan/ngdy. Lidu c6 thé diéu chinh ting thém

0,5 mg x 2 lan/ngay tuy theo ting bénh nhan cho dén lidu 1 — 2 mg x 2 lan/ngay.

Tré em: Khong nén st dyng risperidon cho bénh nhan dudi 18 tudi bi tam thin phan liét do

con thiéu dit liéu vé tinh hiéu qua cua thuaoe.

Hung cam do réi logn luéng cuc

Nguoi lon:

+ Neén udng thude ngay 1 1an, khéi dau véi lidu 2 hodic 3 mg. Néu cin tang liéu, nén duge
thyc hién khong dudi 24 gid va tang | mg/ngay. Liéu hiéu qua da duge ching minh trong
khoang 1 mg dén 6 mg/ngay. Liéu cao hon 6 mg/ngay chua dugc nghién ciru.

+  Gidng nhu tit ca cac bién phip diéu tri triéu chung, viée sir dung lién tuc risperidon phai
duoc danh gia va didu chinh dya trén co s¢ tién trién bénh.

Nguoi gia: Liéu khai ddu nén dung 12 0.5 mg x 2 lan/ngay. Liéu c6 thé diéu chinh tang thém

0.5 mg x 2 lan/ngdy tly theo timg bénh nhan cho dén liéu 1 — 2 mg x 2 lan/ngay.

Tré em: Khong nén su dung risperidon cho bénh nhén dudi 18 tudi bi rdi loan ludng cuc do

con thiéu dit liéu vé tinh hi¢u qua cua thude.

A ) 2 5 A « £ P
Réi logn cw xiv ¢ tré em tiv 5 tudi va thanh thiéu nién

Bénh nhan > 50 kg: Nén khoi dau véi lidu 0,5 mg mot lan/ngay. Khi can, tay bénh nhan co
thé tang thém 0,5 mg/ngay nhung khong chinh lidu sém hon 48 gio. Liéu téi uu & da s6 bénh
nhén 1a 1 mg mot lan mdi ngay. Tuy nhién, & mdt s6 bénh nhén co thé chi cin 0,5 mg mdt
lan/ngay trong khi mot s6 khac cin dén 1,5 mg mot lan/ngay.

Bénh nhan < 50 kg: Pharbarid 2 khong pht hop cho diéu tri ban diu va chinh lidu.

Nhu cdc lidu phap diéu tri tridu chimg, viée str dung Pharbarid 2 phai duge ddnh gia va diéu
chinh dya trén dién tién bénh.

A A \ . ~ A r A - . L
Khéng nén dung Pharbarid 2 cho bénh nhan dudi 5 tudi do chua c6 kinh nghiém.

Bénh nhan suy gan va suy thin

Bénh nhan suy than c6 suy giam d¢ thanh thai phén thube ¢6 hoat tinh chdng loan than so véi
nguoi lon binh thutng. Néng do risperidon tu do trong huyét twong tang & bénh nhén suy
giam chirc nang gan.

Bét ké véi chi dinh nao, viéc khoi dau lidu va tiép tuc dung thude phai duge giam di mdt nua,
va qua trinh diéu chinh lidu phai chdm hon ¢ nhing bénh nhén c6 suy gan hogc suy thén.

Than trong khi ding Pharbarid 2 cho bénh nhén suy gan va suy thén.
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6. Chong chi dinh:

Quéa min véi bat ky thanh phéan nao cua thude.

7. Canh b#o va thin trong khi dung thude:

Bénh nhén lén tuéi cé sa sut tri tug:

Téang i Ié tir vong ¢ bénh nhdn Ion tudi ¢6 sa sut tri (ué

Bénh nhan 16n tudi co sa sit tri tué duoe diéu tri voi thude chdng loan thén khong dién hinh
c6 gia ting ti 1é & vong so voi gia dugce theo phan tich gdp 17 thir nghi¢m lam sang co doi
chimg cua céce thude chdng loan than khong dién hinh bao gbm ca risperidon. O céc nghién
cuu risperidon co dbi chimg voi gia duge, ti 1¢ ti vong 1a 4,0% & nhom diéu tri risperidon, so
vai 3,1% & nhom didu trj voi gia duge. Khoang tudi trung binh ctia nhitng bénh nhén tir vong

la 86 tudi (khoang 67 — 100 tudi).

Dimng dong thoi voi furosemid

Trong céac nghién ctu risperidon so sanh véi gia duge & ngudi lon tubi ¢ sa sat tri tug,
nhitng bénh nhan dugc didu tri véi furosemid va risperidon ¢ ti 1€ tir vong cao hon (7,3%,
tudi trung binh 89 tudi, khoang tudi 75 — 97) so véi diéu tri risperidon don thuén (3.1%, tudi
trung binh 84, khoang tudi 70 — 96) hay dung furosemid don thuén (4,1%, tudi trung binh 80,
khoang tudi 67 — 90). Sy gia ting ti 1¢ tir vong & bénh nhan dugce diéu tri bing furosemid kém
risperidon dugc ghi nhan & 2 trong 4 thir nghi¢m 1am sang.

Khéng co co ché sinh bénh hoc nao duoc xac dinh dé giai thich phat hi¢n nay va khong co
nguyén nhan gay chét duge ghi nhan. Tuy nhién, nén than trong va cin nhic gitta nguy co va
loi ich cua su phdi hop thude nay trude khi quyét dinh sir dung. Khong ¢6 sy gia tang i 1¢ tur
vong ¢ nhitng bénh nhén dang ding nhitng thude loi tiéu khac phdi hop véi risperidon. Bit
ké viée didu trj nhu thé nao, sy mat nuée la mot yéu td nguy co giy tr vong va vi thé can

phai tranh mat nu¢e mot cach can than ¢ nhitng bénh nhan lon tudi kém sa sat tri tug.

Bién co ngoai y lén mach mdau ndao (CAE)

Trong nhimg thir nghiém so sdnh véi gia dwge & nguoi 1on tudi co sa sit tri tug, i 1€ bién cd

g A ‘ ~ o e A - ~ N « A - ~ v A 3 .
ngoai ¥ trén mach méu ndo (tai bien mach méu ndo va thieu mau cuc b thoang qua) ké ca ti
vong & bénh nhin duge diéu tri bang risperidon cao hon so véi nguoi bénh dung gia duge

(tuéi trung binh la 85 {udi, tr 73 dén 97 tudi).

Ha huyét ap te thé

Do tac dung chen alpha cta risperidon, chimg ha huyét 4p (tu thé ding) co thé xay ra, dic
biét trong giai doan diéu chinh liéu ban ddu. Chung ha huyét ap co y nghia trén 1am sang da
duoc ghi nhan sau khi dua thude ra thi trudng khi risperidon duge dung cung voi thudc didu
tri tang huyét dp. Risperidon nén duge dung than trong ddi véi nhitg bénh nhéan duge biét c6

bénh vé tim mach (nhu suy tim, nhoi méau co tim, bat thudng ve dan truyén, mat nudc, giam
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thé tich méau hodc bénh mach mau ndo) va liéu ding nén dugc didu chinh tit tir nhu da dugc

khuyén céo. Nén cén nhac giam liéu neu xay ra ha huyét ap.

Giam bach cau, giam bach cau trung tinh va mat bach cau hat

Cac bién ¢b cua giam bach cu, giam bach cau trung tinh va mét bach cdu hat da dugc bao
cdo voi nhitng thude chéng loan thin, bao gdm ca risperidon. Mit bach cdu hat rat hiém (<
1/10.000 bénh nhéan) trong giam sat hdu mai.

Bénh nhan c6 giam bach ciu trung tinh ¢6 ¥ nghia 14m sang phai dugc theo ddi chat ché tinh
trang sot hodc triéu chimg hodc dau hi¢u nhiém tring khéc va dugc diéu trj ngay 1ap tirc néu
cdc triéu chimg hodc ddu hiéu nay xuét hién. Bénh nhan giam bach cau trung tinh nang (sé
lwong bach cdu trung tinh tuyét dbi < 1 x 10”/L) phai ding risperidon va theo doi s6 lugng

bach cdu dén khi binh thuomg.

Réi logn véin dong mudn/Triéu ching ngoai thap (TD/EPS)

Nhitng thude ¢6 tinh chit dbi khang thu thé dopamin c6 lién quan véi viéc gdy ra rbi loan vén
dong mudn dic trung bai cde cir dong nhip nhang khong tu y, chu yéu & ludi va/hodc mat.
Pa ¢6 bdo cdo su xudt hién cac triéu ching ngoai thap la mdt yéu té nguy co cho viéc phat
trién rdi loan van dong mudn xay ra, nén can nhic ngimg sit dung tat ¢ cac thude chdng loan

than.

Hoi chieng dc tinh do thuée an than kinh (NMS)

Héi ching 4c tinh do thude an thin kinh, dgc trung boi st cao, co cting co, sy khong 6n dinh
vé than kinh tr dong, réi loan ¥ thirc va ting ndng d¢ creatin phosphokinase trong huyét
thanh da dugc bdo cdo xay ra voi cac thude chdng loan than. Déu hiéu di kém co thé bao
gdm myoglobin ni¢u (tiéu co vén) va suy thin cap. Trong trudng hop ndy nén nging st dung

A 4 . A A A A s e v
tat ca cdc thudce chong loan than, ké ca risperidon.

Bénh Parkinson va sa sut tri tué thé Lewy

Béc si can phai cin nhic nguy co so voi ich lgi ctia thuéc khi ké toa nhitng thude chdng loan
thdn, ké ca risperidon, dbi voi bénh nhan Parkinson hay sa sut tri tué thé Lewy (DLB,
Dementia Lewy Bodies) vi ca 2 nhom ¢6 thé ¢6 nguy co cao bi Hoi chimg éc tinh do thude
an than kinh cling nhu ting nhay cam voi thude chdng loan than. Su biéu 1 ting nhay cam
- A A ¢ TR - A . ~ rr ot 3 -~ ~ A e £
¢6 thé bao gom I lan, lo mo, khong on dinh tu thé voi viée thuong xuyén ngd, cong voi trigu

chirng ngoai thap.

Tang dwong huyét va ddi thao duong

Tang duong huyét, dai thio duong va lam ning 1én bénh dai thdo dudng san c6 da duge bao
céo trong qué trinh diéu trj véi risperidon. O mot vai truong hop. su gia ting trong lugng co
thé trude dé da duoe béo cdo co thé 1a mot yéu td thic ddy. Su lién quan véi tinh trang nhiém
toan ceton da duoc bao cdo rat hiém va hiém gap voi hon mé do dai thdo dudng. Viée theo

~r T . ¢ A . - . . I = g A A
ddi 1am sang thich hop duge khuyén céo phit hgp voi cac huéng dan su dung thude chong
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loan thin. Bénh nhan duoc diéu tri véi bat ky thude chong loan than khong dién hinh nao,
bao gdm risperidon, cin duoc theo ddi cdc tridu ching tang duong huyét (nhw an nhiéu, ubng
nhiéu, tiéu nhiéu va mét moi) va bénh nhéan bi dai thdo dudng phai dugc theo ddi thuong
xuyén dé phat hién sy mat kiém soat duong huyét.

Tdng can

- Tang can dang ké da dugc béo cdo. Nén theo ddi cén nang khi st dung risperidon.

Tdang prolactin mdu

- Tang prolactin méau la mét tac dung phu thuong gép khi diéu tri voi risperidon. Danh gia
néng do prolactin mau duge khuyén cdo & bénh nhén c6 bing ching cho thdy xuat hién tac
dung phu lién quan dén prolactin (nhu ntt hoa tuyén vii & nam gioi, rdi loan kinh nguyét,
anovulation, roi loan kha ning sinh san, giam ham mudn tinh duc, rdi loan cuong duong va
da tiét stra).

- Céc nghién ciru nudi cdy mé cho thdy su phat trién té bao trong khdi u vt & nguoi cé thé
duoc kich thich boi prolactin. Mic du trén 1dm sang va trong cac nghién ctru dich t¢ hoc chua
thiy c6 mbi lién hé 16 rang voi viée st dung cic thude chéng loan thin, khuyén cdo than
trong & bénh nhén ¢ tién sir bénh lién quan. Than trong khi sir dung risperidon ¢ bénh nhén
bi tdng prolactin mau trude dé va & bénh nhén cd khdi u phuy thuge prolactin.

Khoang QT

- Ciing gidng nhu nhiing thude chdng loan than khac, phai than trong khi ké don risperidon
cho nhirng bénh nhén co tién sir loan nhip tim, nhitng bénh nhén c6 hi chimg QT kéo dai
bam sinh, va nhitng bénh nhan dung cling véi céc thude duge biét lam kéo dai khoang QT.

Co giat

- Ciing nhu cac thudce chéng loan than khéc, risperidon phai dugc sir dung thén trong ¢ bénh
nhan ¢6 tién sir co gidt hodc trong cdc diéu kién c6 kha nang 1am giam ngudng co giat.

Chitng cirong dwong vat

- Nhitng thudc chen alpha-adrenergic da dugc béo cdo gdy nén chimg cwong duong vét. Triéu
chimg nay da dugc béo céo ¢ bénh nhin ding risperidon trong cac gidm sat hju mai.

Piéu hoa nhiét do co thé

- MAt kha nang 1am giam nhiét do trung tam co thé la dac tinh clia céc thude chong loan than.
Cin ¢6 cac bién phap cham soc thich hgp ddi véi cac bénh nhan duge ké risperidon trong céc
tinh trang c¢6 thé lam ting nhiét dé trung tim co thé, nhu tap thé duc quéa miic, tiép xiic voi
ngudn nhiét qua nong, dang ding kém cic thude khang cholinergic, hodc b¢nh nhan bi mat
nuadc.

Tde dong chong nén
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- Tac dong chéng non da thiy trong céc nghién ciu tién 1dm sang vaéi risperidon. Tac dong
nay. néu xay ra trén nguoi, c6 thé che mo céc ddu hidu va triéu chung qua lidu cua mot sb
thudc nhat dinh hodc cac bénh nhu tac rudt, hoi ching Reye, va u ndo.

Suy gan va suy than

_ Bénh nhan suy than ¢6 suy giam do thanh thai phén thube o hoat tinh chdng loan than so véi
ngudi 16n binh thuong. Nong d¢ risperidon tu do trong huyét tuong ting & bénh nhan suy
giam chtre néng gan.

Huyét khoi tinh mach

- Céc truomg hop huyét khéi tinh mach (VTE) da dugc bao céo vdi céc thude chdng loan than.
Vi bénh nhan diéu tri cdc thude chéng loan thin thuong co céc yéu té nguy co méc phai cho
VTE, nén tit ca cac yéu td nguy co co thé c6 ctia VTE phai duge phat hién trudc va trong
qua trinh didu tri risperidon va ¢6 céc bién phap phong ngira.

Hoi chimg nhdo mong mat trong phau thudt

- Hoi chimg nhdo mdng mit trong phau thuat (IFIS) duge quan sat thiy trong phau thuat duc
thuy tinh thé & bénh nhan dugc didu tri voi thude co tac dong ddi van voi alpha la-
adrenergic, bao gdm risperidon.

- IFIS c6 thé 1am tang nguy co bién chimg mat trong va sau phau thuat. Vi¢e dung thude ¢ tic
dong déi van voi alpha 1a-adrenergic hién tai hodc trude déy céin duge bac si phau thuat nhan
khoa biét truée khi lam phdu thuat. Loi ich tiém tang cla vigc ngung diéu tri vdi chen alpha
1 truée khi phiu thudt dyc thay tinh thé chua thé xdc dinh va nén can nhic loi ich so voi
nguy co cua viée ngimg diéu tri chdng loan thén.

Than trong voi thanh phdn td dwge cia thudc:

- Pharbarid 2 ¢6 chita lactose monohydrat, than trong khi str dung cho bénh nhan bi rdi loan di
truyén hiém giip nhu khong dung nap galactose, thiéu hyt lactase hoan toan hoac kém hap thu
glucose-galactose.

8. Sw dung thude cho phu nit ¢6 thai va cho con bu

St dung thube cho phu niv ¢ thai

Dit liéu an toan cua risperidon khi st dung cho phu nit ¢6 thai chua duge xac dinh. Mac du qua

thir nghiém trén dong vat, risperidon khong cho thay doc tinh tryc tiép trén sy sinh san, mot 50

tac dung gian tiép qua trung gian cua prolactin va hé thén kinh trung wong da dugc ghi nhan. Téc

dong gy quai thai cta risperidon khong dugc ghi nhdn & bat eir nghién ciru nao.

r
n

- . . X - A A A g oW . ’ Ae o
Tré so sinh phoi nhiém céac thude chong loan than (bao gém ca risperidon) trong 3 thang cudi cua
thai ky c6 nguy co ¢6 triéu ching ngoai thap va/hodc tri¢u chimg “cai thude” & cac mirc d§ ndng
nhe khéc nhau sau khi sinh. Nhitng trig¢u chimg nay ¢ tré so sinh bao gom kich dong, ting truong

luc co. giam truong lye co, run, buon ngu, kho tho, hoiic khé bi. Do d6, chi nén dung risperidon
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trong lic mang thai néu loi ich vuot troi nguy co. Néu cin ngimg thudc trong thai ky, khong nén

nging dot ngdt.

St dung thuée cho phu nit cho con bii

O nhitng nghién ciru trén dong vat, risperidon va 9-hydroxy-risperidon duge bai tiét qua sira.

Diéu nay ciing da dugc xéc dinh trén ngudi, risperidon va 9-hydroxy-risperidon dugc bai tiét qua

sita me. Do do, phu nit dang dung risperidon khéng nén cho con bu.

9. Anh hwing cia thudce 1én khé niing l4i xe, vin hanh may méc

Risperidon ¢6 thé anh hudng dén nhitng hoat dong doi hoi sy tinh tdo vé tdm than. Do do, nhitng

bénh nhin duge khuyén khong nén lai xe hodc vén hanh may moc cho dén khi biét 15 su nhay

cam cua ho.

10. Twong tic, twong ky, cua thude

Twong tdic lién quan dén dwoc Iwe hoc

Thudc dwoc biét lam kéo dai quang QT

- Nhu nhitng thude chéng loan than khéc, nén thin trong khi ké don risperidon cung véi cac
thube duoc biét lam kéo dai quang QT, nhu thude chéng loan nhip (nhu quinidin,
dysopiramid, procainamid, propafenon, amiodaron, sotalol), thube chéng trim cam ba vong
(amitriptylin), thudc chéng trAm cam tetracyclic (nhu maprotilin), mét s6 thube chong di
ting, cdc thude chéng loan thin khac, mot s6 thude chdng sot rét (nhur quinin va mefloquin),
thude 1am mat can bﬁ'mg dién giai (ha kali mdu, ha magnesi mau), thude lam cham nhip tim
hoic nhitng thude e ché sy chuyén hoa qua gan cua risperidon.

Thuéc tic dpng lén hé than kinh trung wong va alcohol

- Do risperidon c6 tac dung chu yéu trén hé than kinh trung uong vi vdy nén thén trong khi sir
dung cung voi cac thudc tac dong trén hé than kinh trung wong hogc alcohol.

Levodopa va chat doi khdang dopamin

- Risperidon cé thé ddi khang tac dong cua levodopa va cac chit dong van dopamin khac. Néu
su két hop nay thue su can thiét, dic biét trong bénh Parkinson giai doan cudi, nén sir dung
liéu thap nhat ¢é hiéu qua.

Thude 6 tdc dung ha huyét ap

- Say khi thubc dua ra thi truong, ha huyét ap c6 y nghia 1dm sang da quan sat thy khi dung
risperidon cling voi thude diéu tri tang huyét ap.

Paliperidon

- Khong khuyén cdo st dung déng thoi risperidon véi paliperidon vi paliperidon 1a chét
chuyén hoa co hoat tinh ctia risperidon.

Twong tic lién quan dén dwpc dpng hoc

- Thuec an khong anh hudng dén sy hap thu cua risperidon.
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Risperidon duge chuyén hoa chu yéu qua CYP2D6, va mét phan nho qua CYP3D4. Ca
risperidon va hoat chét chuyén hoa con hoat tinh 9-hydroxyrisperidon déu 1a cac chét nén cia
P-glycoprotein (P-gp). Céc chit lam thay di hoat dong ctia CYP2D6, hoidc chét rc ché manh
CYP3D4 vi/hoic hoat tinh cua P-gp, c6 thé anh huong dén duge dong hoc phan ¢6 hoat tinh

chong loan than cua risperidon.

Thudce tic ché manh CYP2D6

Dung ddng thoi risperidon véi cac thude (re ché manh CYP2D6 ¢6 thé 1am tang ndng do
trong huyét tuong cua risperidon, nhung it anh hudng trén phén cé hoat tinh chdng loan than.
Liéu cao cua céc chét te ché manh CYP2D6 cé thé lam ting ndng dd phin c6 hoat tinh
chéng loan thin cta risperidon (nhu paroxetin). Khi dung ddng thoi paroxetin hodc chit tc
ché manh CYP2D6 khéc, dic biét & lidu cao, Itc bat diu hodc luc nglmg st dung, thi bic si

nén danh gia lai licu cua risperidon.

CYP344 vi/hodc chit tic ché P-gp

Dung ddng thoi risperidon ciing voi chét e ché manh CYP3A4 vi/hodc chét trc ché P-gp ¢o
thé lam tang dang ké ndng do trong huyét twong phén c6 hoat tinh chéng loan thin cua
risperidon. Bac sT nén danh gia lai lidu cta risperidon khi ding dong thoi itraconazol hodc
chét e ché manh CYP3A4 va/hodc P-gp & thoi diém bt ddu st dung hodc ltc ngung sir

dung.

CYP344 hodc chdt lam tang P-gp

Dung ddng thoi risperidon véi chit 1am tang manh CYP3A4 va/hodc P-gp c6 thé lam giam
ndng do trong huyét tuong phan cé hoat tinh chng loan thin cua risperidon. Bac si nén danh
gia lai lidu cua risperidon khi ding dong thoi carbamazepin hodc chét lam ting CYp3A4

va/hodc P-gp & thoi diém bat ddu st dung hodc liic ngung stt dung.

Thuoc co ty I¢ gan két voi protein cao

Khi risperidon duge udng cing voi céc thude ¢ ty 1¢ gan ket véi protein cao thi khong co sy
thé chd 1an nhau cd y nghia vé mat 1am sang cta bét ¢t thude nao tir protein huyét tuong.
Khi sir dung thude dong thoi, nén xem xét thong tin vé con duong chuyén hoa va co thé dicu

chinh liéu néu can.

Tre em

Céc nghién ctru vé tuong tac thude chi duge thuc hién trén ngudi truong thanh. Cac két qua
nghién ctu tuong duong trén bénh nhi la chua dugce biét.
Dung phér hop thude kich thich tam than (nhu methylphenidat) véi risperidon & tré em va

thanh thiéu nién khong lam thay ddi duge dong hoc va hiéu qua cua risperidon.

Vi du: Vi du vé cac thude c6 kha nang tuong téc hodc da duge chimg minh la khéng tuong téc

voi risperidon dugc liét ké dudi ddy:

Thudc khang sinh:
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+ Erythromycin, mgt chat e ché CYP3A4 trung binh, khong lam thay dbi duge dong hoc
cua risperidon va phan c6 hoat tinh chéng loan than.

+ Rifampicin, mot chit 1am ting manh CYP3A4 va P-gp, lam giam noéng do trong huyét
twong ctia phan ¢6 hoat tinh chéng loan than.

Thude khang men cholinesterase: Donepezil va galatamin, hai chét chuyén héa qua CYP2D6

va CYP3D4, dugce chimg minh 1a khong anh huong lién quan vé mit Iam sang cua risperidon

va phén ¢6 hoat tinh chdng loan than.

Thude chéng dong kinh:

+ Carbamazepin, mdt chit lam ting CYP3A4 va P-gp, duge chimg minh 13 lam giam nong
do trong huyét tuong phén co hoat tinh chfmg loan than cua risperidon. |

+ Topiramat 1a chat dién hinh lam giam sinh kha dung cta risperidon, nhung khong anh
hudng dén phan c6 hoat tinh chdng loan than. Vi thé twong tac nay dudong nhu khong ¢6
y nghia lam sang.

+ Risperidon khong cho thdy anh huong lién quan vé mat 1am sang déi véi duge dong hoc
cua valproat hodc topiramat.

Thude khiang nim:

+ Itraconazol, mdt chit trc ché manh CYP3A4 va P-gp, tai liéu 200 mg/ngay lam tang nong
d6 trong huyét tuong cia phé’m ¢6 hoat tinh chdng loan thin khoang 70% khi lidu cua
risperidon tir 2 dén 8 mg/ngay.

+ Ketoconazol, mot chét ic ché manh CYP3A4 va P-gp, tai liéu 200 mg/ngay lam tang
ndng do trong huyét twong cta risperidon va giam ndng do trong huyét tuong ctia 9-
hydroxyrisperidon. |

Thude chéng loan thin

+ Phenothiazin, c¢6 thé lam ting ndng dd huyét twong cua risperidon nhung khong dnh
huong toi phfin hoat tinh chdng loan thén.

+ Aripiprazol, mot chit nén CYP2D6 va CYP3A4: Vién nén hodc thude tiém risperidon
khong anh huong téi duge dong hoc cua tdng so aripiprazol va chét chuyén hoa hoat tinh
ctia no 14 dehydroaripiprazol.

Thude khang virus: Céc chét trc ché protease: Khong c¢6 nghién ctru chinh thirc nao, tuy

nhién, vi ritonavir la chat e ché manh CYP3A4 va la chét te ché yéu CYP2D6, céc chit e

ché ritonavir va ritonavir-boosted protease ¢6 tiém niang lam ting nong doé phan hoat tinh

chéng loan than ciia risperidon.

Thube trc ché beta; Mot vai thude trc ché beta c6 thé lam tang ndng dd trong huyét tuong cua

risperidon nhung khong ting nong d phdn ¢ hoat tinh chdng loan than cua risperidon.

Thube e ché kénh calci: Verapamil, mdt chét tc ché CYP3A4 trung binh va tre ché P-g}la.

lam tiang ndng do trong huyét tuong ctia risperidon va phdn c6 hoat tinh chéng loan thén.

- k. e
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- Digitalis glycosid: Risperidon khong cho thiy anh hudng lién quan dén dugc dong hoc cua
digoxin.

- Thudc loi tiéu: Furosemid: Tang ty 1é tir vong & bénh nhan 1én tudi bi sa sut trf tué khi ung
ddng thoi voi thude loi tidu.

- Céc thude da day rudt: Céc chét dbi khang thu thé H,: Cimetidin va ranitidin, ca hai chét (e
ché CYP2D6 va CYP3A4 yéu, 1am tiang sinh kha dung cta risperidon & murc khong dang ké.
nhung chi & phdn hoat tinh chong loan thén.

- Lithi: Risperidon khong thé hién anh huong lién quan téi 1am sang trén duge dong hoe cta
lithi.

- SSRIs va thude chbng trim cam 3 vong:

+  Fluoxetin, mot chit tGc ché CYP2D6 manh, lam tang n(“)ng dd trong huyét tuong cua
risperidon, nhung anh huong téi mire dg it hon dbi voi phﬁn hoat tinh chdng loan than.

+ Paroxetin, mot chit (rc ché CYP2D6 manh, lam tang ndng do trong hu}'ét tuong cua
risperidon, nhung tai liéu t¢i 20 mg/ngay, anh huéng téi mie d6 it hon dbi voi phan hoat
tinh chng loan than. Tuy nhién, cic lidu cao hon caa paroxetin c6 thé lam ting ndng do
ctia phin hoat tinh chéng loan than cua risperidon.

+ Thude chéng trdm cam 3 vong c6 thé lam tang ndng dd risperidon nhung khong tang
phn hoat tinh chéng loan than. Amitriptylin khong anh hudng téi duge dong hoc cua
risperidon hodc phén hoat tinh chdng loan than.

+ Sertralin, mot chét wc ché yéu CYP2D6, va fluvoxamin, mdt chat trc ché }-'éu CYP3A4,
tai lidu 100 mg/ngay khong lién quan t6i sy thay doi dang ké nao vé mat 1am sang doi voi
ndng do phan hoat tinh chdng loan than risperidon. Tuy nhién, cac liéu cao hon 100
mg/ngdy cua sertralin hogc fluvoxamin ¢6 thé lam ting ndng do cua phéan hoat tinh chéng
loan than risperidon.

- Twong ky ciia thuéc: Do khong c6 cac nghién ciu vé tinh tuong ky cta thude, khong tron 1an
thube nay voi cic thude khac.

11. Tdc dung khéng mong mudn cia thude:

Céc phan tmg bt lgi ctia thube (ADR) thudng gip nhat (ty 1& > 10%) duge bdo cdo la: hdi ching

Parkinson, an than/budn ngu, dau déu va mét nga. Cac ADR xuét hién c6 lién quan dén liéu bao

gdm hoi ching Parkinson va bn chdn.

Sau day la cac ADR dugc bao cdo trong céc nghién ctru lam sang va sau khi dwa risperidon ra thi

trudng voi tan sudt udc tinh tr cac nghién ciru lam sang cua risperidon.

Céc tac dung phu duge phan nhom theo tan sudt: rat thuong gip (ADR > 1/10), thuong gip (1/100

< ADR < 1/10), it gap (1/1600 < ADR < 1/100), hiém gip (1/1000 < ADR < 1/10000) va rit hiém

gip (ADR < 1/10000).



https://trungtamthuoc.com/

Trong mdi nhém tan sudt, tac dung khong mong mudn duoc trinh bay theo thir tu mire d§ nghiém

trong giam dan.

Phin loai hé

Phin irng bit lgi ctia thude

A A
Tan suit

A
thong cor , . ”
Rat pho . Lk ) o S Rat
quan i Ph bién Khong pho bién Hiém =
bién hiém
. A * A R 5 \ X 5
Viém phoi, viém | Nhiem trung duong | Nhi€m trung
phé quéan, viém | hd hap, viém bang
: duong hd hap | quang, nhiém tring
Nhiem trung L & n )
trén, viém xoang, | mat, viém amidan,
va ky sinh - i . ) . X
nhiem trung | ndm mong, viém mo
tring PPN I SN
dudng tiét niéu, | te bdo tai cho, nhiem
nhiém trang tai, | virus, viém da do ve
cum
Giam bach cau trung | Mat bach cau hat*
.. tinh, giam so luong
Roi loan h¢ ; - o
) bach cau, giam tiéu
m:u va bach A g .
. cau, thicu mau, giam
huyeét .
hematocrit, ting bach
cau ai toan.
As ~ . x A F N -
Roi loan h¢ Qua man Phan ting phéan vé°
mién dich
Tang  prolactin Bai tiét hormon
. . méu® chong bai niéu
Roi loan noi
& khong pht  hop,
fiet 1 )
dudng trong nudc
tieu
~ = R N I ' X ~ . [
Tang can, ting | Tiéu dudng’, ting |Nhiem doc | Tiéu
A . X +3 5 A - \ N
Roi loan dinh them #&n, giam | dudong huyét, khét | nuée®, ha duong | dudng
dudng va thém an nhiéu, gidm cén, chdn | mau, tang insulin nhiém
chuyén hoa an, tdng cholesterol | mau, ting | toan
mau triglycerid mau, ceton.
A o A . A 3 N - v N x
Métnga® | R6i loan gidc | Hung cam, tinh trang | Cam xic cin mon,

Réi logn tAim

than

ngd, kich ddng,

tram cam, lo au

lan, giam ham mudn
tinh dyc, cing thang,

ac mong.

mat cye khoai.
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Roi loan hé

than kinh

An
than/budn
ngu. hdi
ching
Parkinson

d, dau dau

Bon chon®, roi
loan truong luc
co®, chong mat,
loan vén d(“pngd,

run.

Loan van dong mudn,
thiéu mau ndo cuc b,
khong dap ung voi
kich thich, mét ¥ thirc,
suy giam muc d9 y
thire, co giz_"ltd, ngat,
ting van dng tam
thin, réi loan thang
bang, bét thuomg phdi
hgp van dong, chong
mit tu thé, réi loan
chu v, loan vén ngdn,
loan vi gidc, giam

cam gide, di cam.

Hoi chimg ac tinh

do thubc hudng
than kinh, rdi loan
mach mau ndo, hon
mé do tiéu duong,

ddu chodng véang.

Nhin md, viém | S¢ anh sang, kho mit, | Glaucom, roi loan
két mac ting (iét nude mit, | vin  dong  mat,
5 , sung huyét mit xoay mit, cimg mi
Roi loan mat .
mat, hdi  ching
nhio mdbng mat
(trong phau thudt)’
Roi loan tai Chong mat, U tai, dau
va mé dao tai
Nhip nhanh Rung nhi, block nhi | Loan nhip xoang

As
Roi loan trén

tim

loan dan
dai
khoang QT trén di¢n

that, roi

truyén, kéo
tam d6, nhip chim.
bt thuong dién tim

dd, danh tréng nguc

Réi loan trén

mach

Tang huyét ap

Ha huyét ap, ha huyét

ap tu thé, bde hoa

Thuyén tic phi,
huyét khéi tinh

mach

A ~
Roi loan ho
A .
hap, nguc va

trung that

Kho the, dau

hau-thanh quan,
mau

ho, chay

cam, sung huyét

Viém phoi hit, sung

huyét phdi, sung
huyét duong hod hip.

ran, thd kho khe, kho

Hoi chimg khoé tho
khi ngu, tang thong
khi
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phat am, roi loan ho

mui
hép
Dau bung, khoé | Di tiéu khong ty chu, | Viém tuy. nghén Téc
chiu & bung, nén, | u do phan, viém da | rugt, sung ludi, | rudt
Roi loan hé budbn ndn, tao | day-rudt, Kkho nudt, | viém mai
tiéu hoa bon, tiéu chay, | day hoi,
kho tiéu, kho
miéng, dau ring
Phat ban, ban d0 | May day, ngua, rung | Phat ban do thudce, | Phu
toc, day sung, cham, | gau mach

Roi loan da
va mo dwdi

da

kho da, mat mau da,
mun, viém da tiét ba,
r0i loan trén da, ton

thuong da

A
Roi loan cor
xuong va mo

L. ‘
lién ket

Co co, dau co
xuong, dau lung,

dau khop

Tang creatin
phosphokinase mau,
dang dung bt

thuomg, cung Kkhap,
sung khop, yéu co,

dau co

Tiéu co van

Roi loan &
thén va tiét

niéu

Tiéu khong kiém

soat

Tiéu rat, bi tiéu, tiéu

kho

Mang thai,
thoi ky sinh
sin va so

sinh

Hoi  chimg  cai

thuoc so sinh

Réi loan
ngue va hé

sinh sidn

Rdi loan phéng tinh,
i loan cuong duong,
vd kinh, i loan kinh
nguyét’, chimg v to
& nam, tiét sira, roi
loan tinh duc, dau vu,
kho chiu & vu, tiét

dich am dao.

Cuong duong vat",
chdm kinh nguyét,
i mau & va, vu to,

tiét dich o va

Roi loan

Phu’, sot, dau

Phu mat, én lanh, ting

Giam nhiét do,
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chung va nguc, suy nhuge, | nhiét d co thé, dang | giam nhiét do co
tinh trang tai mét moi, dau di bit thuong, khat, | thé, lanh ngoai vi,
chd kho chiu ¢ ngue, khé | hdéi  ching  cai

chiu, cam gidc bat | thudc, chai cing®
thuong. khong thoai

mai.

Tang  transaminase, | Vang da

Réi loan gan tang gamma-
mét glutamyl-transferase,

tang men gan

Chan Té¢ nga Dau do thu thuat
thwong, ngg
d¢ va nhirng

tai bi¢n trong

thu thuat

* Trong mot s truong hop, ting prolactin mau cé thé dan dén chimg to va & nam, roi loan kinh
nguyét, vo kinh, tiét sira.

" Trong céac nghién ciru lam sang c6 ddi chimg gia dugc, dai thdo duomg duge bao cdo 12 0,18% &
nhom déi tugng diéu tri voi risperidon so vdi ti 1& 0,11% trong nhom dung gia duge. Ty 1é chung
tlr tdt ca cac nghién ctru 1am sang 13 0,43% ¢ cac ddi tugng diéu tr risperidon.

© Khong ghi nhan trong nghién ctru 1dm sang cua risperidon nhung ghi nhén duge trong giai doan
sau khi dua thude risperidon ra thi truong.

4 Ri loan ngoai thap co thé xay ra: Hoi chimg Parkinson (ting tiét nude bot. cing co xuong, hdi
ching Parkinson, chay nudc dai, climg co kiéu banh xe ring cua, van dong chim, giam chirc ning
van dong, mat cing do nhu deo mit na, cang co, mat van dong, cung gay, cling co, dang di
Parkinson va bét thudong phan xa tran-mi, run Parkinson khi nghi ngoi), bon chén (bdn chdn,
khong yén. tang van dong va hgi chimg chan khong yén), run, rdi loan van dong (1‘(“3i loan vén
dong, van co, xodn van ngon tay tu dong, mia von va rung giat co), loan trwong luc co. Loan
truong lyc co bao gém loan truong lyc co, ting truong lue co, veo cd, co co tu dong, co clng co,
co thit mi mit, xoay nhan cdu, liét ludi, co that mat, co thit thanh quan, loan truong luc co, co udn
cong ngudi, co thit miéng hiiu, co cimg mot bén than, ludi co thit va cimg ham. Luu y ring cic
triéu ching duoc phén bd rong hon, khong nhit thiét phai c6 ngudn gbc ngoai thap. MAt ngu bao
gbm: mét ngu du gidc. mét ngu gitra gide. Co gidt bao gdm: dong kinh con 16n. Réi loan kinh
nguyét bao gdm: Kinh nguyét khong déu, kinh thua. Phi bao gdm: phtt toan than, phil ngoai bién.
pht 4n 1om.

- o A . ~ T - . .
Tic dung klong mong muon dicgce ghi nhan voi cong thire paliperidon
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Paliperidon 1a chét chuyén hoa c6 hoat tinh cta risperidon. Vi vy, nhiing phan tmg bt loi cua
nhimg thude nay (bao gdm ca dang udng va dang tiém) 6 lién quan v&i nhau. Ngoai nhitng phan
ting bt loi néu trén, nhimg phan tmg bat loi duge liéu ké sau day da dugce ghi nhén khi sir dung
céc san pham paliperidon va duoc dy kién c6 thé s& xay ra v&i risperidon.

- R&i loan tim mach: Hoi chimg nhip tim nhanh tu thé ding
+  Phén loai phan Gmg: Cling nhu cdc thudc chdng loan than khac, ¢6 rat hiém truong hop kéo

dai khoang QT da dugce bdo cdo véi risperidon trong giai doan hiu méi. Cac phan ung khac
lién quan trén tim mach dé duge bao cdo vdi cac thude chdng loan than gay kéo dai khoang
QT bao gdm loan nhip thét, rung nhi, nhip nhanh thit, dot tir, ngimg tim va xoan dinh.

- Thuyén tdc huyét khdi tinh mach: Cac trudmg hop thuyén tac huyét khéi tinh mach, ké ca
trudmg hop thuyén tic phoi va cae truong hop huyét khéi tinh mach sdu, da duge bao céo Vi
cac thude chdng loan than (tin sufit khong 13).

- Tang can:

+ Ty 1& vé tang cin > 7% trong lugng co thé so sanh gitra bénh nhén ngudi lon dung
risperidon va dung gia dugc dé diéu tri tm than phan liét dugc thyc hién trong nhém céc
thir nghiém 1am sang cé dbi chimg gia duge trong 6 — 8 tudn cho thay ty 1¢ ting ¢6 y nghia
thong ké vé bién cd ting can & nhém ding risperidon (18%) so vdi nhom dung gia duge
(9%). Trong nhém thir nghiém lam sang co dbi chirng gia dugc trong 3 tuan & bénh nhan
ngudi 16n diéu tri hung cam cap tinh, ty 1§ ting can > 7% & cudi nghién ctru 1a so sanh
duoc & nhom dung risperidon (2,5%) va nhém dung gia duge (2,4%) va ti I¢ nay hoi cao
hon & nhém déi chimg ding thude c6 hoat tinh (3,5%).

+ Trong cAc nghién ctru dai han ¢ tré em va thanh thiéu nién c6 r6i loan cu xir va hanh vi pha
hoai, mirc d§ tang can trung binh la 7,3 kg sau 12 thang diéu tri. Tang can trung binh du
kién & tré em tir 5 — 12 tudi 1a 3 — 5 kg mdi nam. O tré tir 12 dén 16 tudi, mic do ting can
dat duoce 3 — 5 kg mdi nam duge duy tri & tré nit, trong khi tré nam tang khoang 5 kg moi
nam.,

Thong tin vé nhém dan sé dic bigt

Phan g bét loi da dugc bao céo vai ty 1é cao hon ¢ nhitng bénh nhéan lon tudi sa sat trf tué hodc &

bénh nhi nhiéu hon trong quan thé nguoi 16n duge mo ta dudi day:

Bénh nhdan lon moi bi sa st tri tué

Con dot quy do thiéu mau thoang qua va tai bién mach mau ndo duge bdo cdo trong cic thir

nghiém lam sang voi tan s6 tuong tmg la 1,4% va 1,5% ¢ nhiing bénh nhan lén tudi bi sa sut tri

tué. Ngoai ra, cac ADR sau day dugc béo cao voi tin suat > 5% & nhitng bénh nhan 16n tudi bj sa
st tri tué va it nhét gAp hai ln tan suit ghi nhén trong céc quan thé nguoi 1én khac: nhiém tring
dudng tiét niéu, phi ngoai bién, 1o d& va ho.

Bénh nhdn nhi
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N6i chung, céc loai phan tmg bat loi & tré em duge dy kién 1 tuong tu nhu nhimg phan tmg bét loi
ghi nhan ¢ nguoi 16n. Nhitng ADR sau day dugc bao cao voi tan sudt > 5% & bénh nhi (5 — 17
tudi) va it nhat gdp hai 1in tn suét ghi nhén trong cic thir nghiém 14m sang & nguoi 1on: bubn ngi/
an than, mét moi, nhire dau, ting cam gidc ngon miéng, ndn, nhiém trang duong hd hép trén, nghet
miii, dau bung, chong mit, ho, sdt, run, tiéu chay va tiéu dim. Tac dong cua viée diéu tri risperidon
dai han trén sy truéng thanh gidi tinh va chiéu cao chua duge nghién ciu day du.
Huéng din cdach xiv tri ADR
Tuy risperidon khéc cic dan chit ctia phenothiazin vé hod hoc, risperidon cé thé giy ra nhiéu
ADR ctia phenothiazin, nhung khéng phai tat ca. ADR cua risperidon va cua phenothiazin ¢6
nhiéu va c6 thé lién quan dén hiu hét cac co quan trong co thé. Tuy ciac ADR nay thudng hoi
phuc duge khi giam liéu hodic ngimg thube, mot s ADR ¢6 thé khong hdi phuc va hiém hon, c6
thé tr vong. Nguyén nhan phin lén duge cho 1a do ngimg tim hodc ngung tho do mét phan xa
hau. con mdt sb tur vong khong xéc dinh rd nguyén nhan dugce cho la tai thude.
Néu thdy hdi chimg an than kinh dc tinh, mdt phic hop triéu chimg o thé gdy tir vong véi nhitng
biéu hién dic trung la giam truong luc co, trang thai siing s, sét, huyét ap khong 6n dinh,
myoglobin huyét xay ra, cin ngimg thude ngay va diéu tri voi dantrolen hogc bromocriptin.
Néu ngudi bénh can diéu tri véi thude chong loan thin sau khi khoi hoi chimg an than kinh 4c
tinh, phai xem xét cn than viéc ding lai thudc. Phai theo ddi can than, vi hdi ching nay c6 thé
tai phat. Khong cé liéu phap ddi voi loan dong mudn, co thé xay ra & ngudi bénh didu tri véi
thude chdng loan thén, mic du hoi ching nay c6 thé thuyén giam mot phan hogc hoan toan, néu
ngimg ding thude. Néu ddu hiéu va triéu chimg cta loan dong mudn xudt hién & ngudi bénh diéu
tr] vai risperidon, can ngimg thude. Tuy vdy, mdt s6 ngudi bérh vin c6 thé cin diédu tri véi
risperidon, mdc du cé hdi chung nay

Théng bdo ngay cho bdc sy hodc dwgc sy nhitng phan ing cd hai gap phai khi sw dung thuoe.
12. Qua liéu va cach xi tri
Triéu chieng:
Nhin chung, nhitng diu hiéu va triéu chimg dugc ghi nhén la két qua tir tdc dung qua mirc vé tic
dong dugc ly da duoc biét clia thubc. Nhitng triéu chiing nay bao gi‘ml budn nga va an thin, nhip
tim nhanh, ha huyét ap va triéu ching ngoai thap.
Trong truomg hop qua lidu, QT kéo dai va co gidt da duge bao céo.
Khi két hop qué lidu risperidon udng véi paroxetin, hién tugng xoin dinh da duoc bio cdo.
Irong truong hgp qua liéu cap tinh, nén xem xét kha nang da ding nhiéu thude.
Cdch xur tri:
Thiét lap va duy tri su luu thong dudmg hd hdp va dam bao ddy du oxy va thong khi. Rua da day

(sau khi da dat nd1 khi quan, néu bénh nhén bt tinh) va nén xem xét viéc dung than hoat két hop
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voi thude nhuén trang. Nén bt déu theo dai tim mach ngay ké ca theo dbi dién tam do lién tuc
dé phat hién loan nhip cé thé xay ra.

Khong c6 thude giai doc dic hiéu do6i voi risperidon. Do d6, nhimg bién phép hd trg thich hop
nén duoc ap dung. Ha huyét ap va suy tuan hoan nén duoge didu trj bang nhitng bién phdp thich
hop nhu truyén dich tinh mach va/hodc thudc tdc dung giéng than kinh giao cam. Trong truong
hop ¢6 triéu chimg ngoai thap ning, nén dung cac thudc khang cholinergic. Nén tiép tuc gidm sat
va theo doi chit ché vé mit y khoa cho dén khi bénh nhan hoi phuc.

13. Die tinh dwee lye hoc:

Nhém duge ly: Thude chong loan than.

Mi ATC: NOSAXO08

Risperidon la mot chat d6i khang monoaminergic ¢6 chon loc véi nhimg dic tinh riéng bigt.
Risperidon c6 i lyc cao voi cac thy thé serotonin 5-HT, va dopamin D,

Risperidon cling gin két vao thy thé alpha 1-adrenergic va co ai lyc thip hon véi thu thé
histamin H, va thu thé alpha,-adrenergic. Risperidon khong ¢ i luc v6i cac thu thé cholinergic.
Mac du risperidon la chét déi khang manh véi thu thé D, duoc xem la cai thién céc triéu chiung
duong tinh cta bénh tam than phan liét, nhung risperidon it gy tc ché cac hoat dong vé van
dong va it gdy chimg git nguyén tu thé hon cdc thude an than kinh kinh dién. Khi téc dung déi
khang dopamin va serotonin trung uong cén bing, ¢6 thé lam giam nguy co gdy tac dung phu
ngoai thap va mo rong tac dong diéu trj dbi voi cac tridu chitng am tinh va trigu ching cam xic ¢
bénh nhan tAm thin phén liét.

14. Dic tinh duge dong hoc:

Hiip thu

Risperidon dugc hdp thu hoan toan sau khi udng, dat dén ndng do dinh trong huyét tuong trong

vong 1 —2 gid. Su hép thu khong bi anh hudng boi thie dn, vi vy risperidon c6 thé dung lic no
hoac doi.

Phin bo

Risperidon duge phan bé nhanh chong. Thé tich cua sy phin bé 1a 1 -2 I/kg. Treng huyét tuong,
risperidon dugc gin két voi albumin va alpha;-acid glycoprotein. Su géin két voi protein huyét
tuong cua risperidon la 88%, cua 9-hydroxy-risperidon la 77%.

Mot tudn sau khi udng, 70% lidu udng duoe thai trir trong nudce tiéu va 14% trong phan. Trong
nudce tiéu, risperidon va 9-hydroxy-risperidon chiém 35 — 45% liéu ding. Phén con lai 1a nhiing
chat chuyén héa khong ¢é hoat tinh.

Chuyén héa

Risperidon bj chuyén hoa boi CYP2D6 thanh 9-hydroxy-risperidon, c6 hoat djng dugc luc hoc
tuong tu risperidon. Risperidon cdng véi 9-hydroxy-risperidon tao nén phin cé hoat tinh chéng

loan than. Con dudmg chuyén héa khic cua risperidon la N-dealkylation.
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Thai triv
Sau khi ding duong udng cho bénh nhén loan thin, risperidon bj thai trir voi thoi gian ban thai
khoang 3 gio. Thoi gian ban thai ctia 9-hydroxy-risperidon va phan chat c6 hoat tinh chéng loan
than 1a 24 gid.
1y Ié liéu
Trang thai 6n dinh cua risperidon dat t6i trong vong 1 ngay & hiu hét cac bénh nhan. Trang théi
on dinh cua 9-hydroxy-risperidon dat dwgc trong vong 4 — 5 ngay ding thude. Nong do trong
huyét tuong ctia risperidon la ty ¢ voi ding liéu trong pham vi liéu diéu tri.
Nhom bénh nhdan dic biét
Tré em:
Duge dong hoc cua risperidon, 9-hydroxy-risperidon va phfm chét cé hoat tinh chdng loan than ¢
tré em la giéng nhu & ngudi lon.
Suy gan va suy thdan:
Mot nghién ctru lidu duy nhét cho thiy ndng do o hoat tinh trong huyét tuong cao hon va sy thai
trir cta ph?sm thude c6 hoat tinh chéng loan than bi giam di 30% & ngudi 16n tudi va 60% & bénh
nhan suy than. Néng d trong huyét tuong cua risperidon & bénh nhdn suy gan 1 binh thudng
nhung ndng do trung binh cta phin risperidon tu do trong huyét tuong thi ting khoang 35%.
15. Qui cach dong goi
Hop 06 vi x vi 10 vién, kém theo t& hudng dan st dung.
16. Didu kién biao quén, han dung, tiéu chuin chit lugng cia thude:
Bao quan: Nhié¢t do khong qua 30°C, tranh anh sang.
Han dung: 36 thang ké tir ngay san xuét.
Tiéu chudn chét luong ctia thude: Tiéu chudn co so.
17. Tén, dia chi ctia co s¢' san xuét thube
CONG TY CO PHAN DUGC PHAM TRUNG UONG I - PHARBACO

CP 160 TON BUC THANG — DPONG DA — HA NOI
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