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Tai liéu thong tin thuéc

)

gm: thong tin thuéc

Luweu y khi phoi
Thuoc tri cao huj
c6 thé gy ha huytip i ihesy /<) b e

Cac thuoc uc che than'l pgiong khac (thudc chong tram cam co
tac dung an than, thude’giamddirva chong ho ho morphine, thuoc khang
histamine H, ¢6 tdc dung an than, nhom barbiturate, thuoc giai lo au,
clonidine va cac thuoc cung ho, thudc ngu, methadone, thalidomide);
tang trc ché than kinh trung wong. Viéc giam tép trung va tinh tdo co thé
gay nguy hiém khi lai xe hay van hanh may moc.

TAC DUNG KHONG MONG MUON:

Thuwong gap: : ; : ;
Tang prolactine mau, hoi phuc khi ngung thuodc, c¢6 thé gay mot so
biéu hién lam sang: tang ti€t sira, vii to & nam gidi, cang v, bat luc,
lanh cam.

Tang cén. 1 §
Trigu chirng ngoai thap (run, tang truong luc, ting tiet nudce bot, bon
chon dimg ngdi khong yén, rdi loan van dong) co the xay ra. Cac
triéu chimg ngoai thap thudng nhe khi dung liéu duy tri va khoi khi
dung thudc chdng liét run khang cholinergic, khong can phai ngung
SINTASON 100. : :
Tan s xay ra cac triéu chirg ngoai thap tuy thudc vao liéu dung, rat
thap khi dung liéu tir 50 dén 300 mg/ ngay. , :
Trong céc cong trinh nghién ciru, nhirng bénh nhan duoc di€u tri bang
amisulpride it bi tac dung ngoai thap hon so v6i cac bénh nhan duoc
dicu tr1 bang haloperidol.

@m.m khi xdy ra:

Buon ngu. ;

Wmm logn ti€u hoa nhu tao bon, budn nén, ndn, kho miéng.

Rat hiém khi xdy ra: : §

Loan truong luc co cap tinh (veo co, xoay mat, cirng khit ham...)
6 thé xay ra. Céc roi loan nay sé khoi khi dung thudc chong liét
run khang cholinergic, khong can phai ngung SINTASON 100.
Roi loan van dong mudn diac trung bang cac van dong khong tu
chu & ludi va/hodc mat di duge ghi nhan, nhat 1a sau khi dung

olg tac dung trén viéc ha huyét ap,
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S6 Gidy xdc nhdn ngi dung théng tin thuoc ciia Bo Y té: ..

Thuoc chong loan than nhém Benzamide

Sintason 100

Didu tri cic réi loan
&w\. tinh vi man tinhy cia mm:m
tim thin \m% liét

thudc kéo dai AL e
: ) i A i : g A R LER A dn xudt tai: Phdn phoi tai:

Céc thuoc chong liét run khéang cholinergic khong c6 higu qua va c6 Cong ty _._%. Doanh Dugc Phdm Cong _@.qz:_._ ™

the lam céc triéu chung nang thém. : . 4! Mebiphar - Austrapharm Duge Phdm Uc Chéu
Mot sO truong hop khac: ha huyét ap va cham nhip tim, kéo dai doan Ld 11I-18, Budng s§ 13, Nhom CN III, 74/18 Truong Quéc Dung,

QT va rat hiém khi gay xoan dinh, di ing, co giat, hoi chirng ac tinh. Me-AusPharm KCN Tan Binh, Q.TAn Pha, TP.HCM  AusteaPiassVN P.10, Q.Phd Nhu@n, TP.HCM

Trang 04 - > Xem théng tin chi tiét vé san pham tai trang 2, trang 3, trang 4 Trang 01
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Tai liéu thong tin thuoc

. uﬂmmﬂqfﬁnm.u_lﬂ_.. W .....L‘.‘.,,u.w
THANH PHAN:,
Moi vién nang meém Sintason 100 chira: Amisulpride ........... 100 mg
Fa, duge Vit Qlisas b i iotiivvters L4 D ians S o g 1 vién

DANG BAO CHE:

Vién nang mém. Hop 3 vi, hop 6 vi x 10 vién.

CHI PINH:

Diéu tri cac roi loan omw tinh va man tinh ctia bénh tAm than phan ligt,
trong do6 co cdc tri¢u chirng duong tinh (nhu hoang tudng, 4o giac, roi
loan van ngon) va/ hodc cac triéu chimng am tinh (nhu cam xtc cin
mon, cach ly xa hoi, tu sét...), va ca trong cac truong hop triéu chirng
am tinh chiém wu the, 3

LIEU DUNG VA CACH DUNG: ?

Mot cach tong quat, néu lidu < 400 mg thi dung mét 1an duy nhit, néu
trén 400 mg thi chia 1am 2 lan. I

Giai doan c6 cdc triéu chieng dm tinh chiém wu thé:

Liéu khuyén céo tir 50 dén 300 mg/ ngay. Chinh liéu theo ting bénh
nhan. Li€u t01 vu nam trong khoang 100 mg/ ngay.

Giai doan hon hop cd cd triéu chung dwong tinh va dm tinh:

Khéi dau dieu tri, nén dung lieu dé kiém soat cac triéu chimg duong
tinh, thuong tir 400 dén 800 mg/ ngay. Sau d6 chinh liéu theo dap tng
cua tirng bénh nhan dé dat dugc liéu @ E%: co hiéu qua.

Giai doagn cé cdc con roi logn tdm_than cap tinh: g
Khdi dau diéu tri: St dung liéu diéu tri c6 hiéu qua ngay khi bat dau
diéu tri ma khong can phar do liéu. :
Licu khuyéen céo doi voi dang uong tir 400 dén 800 mg/ ngay, lidu tdi
da khong dugc vuot qua 1200 mg/ ngay.

Tiép theo: Liéu dugc duy tri hodc duoc diéu chinh tiy theo dap tmg
cua bénh nhan. ) £ i

Trong moi trudng hop, can phai tim liéu toi thiéu c6 hiéu qua cho ting
bénh nhén. :

Suy thdn: Do thudc duoc dao thai qua than, liéu dung cho bénh
nhan suy than phai dugc giam phan nira & bénh nhén c6 thanh thai
creatinin tir 30 dén 60 ml/ phut va giam con 1/3 & bénh nhan c6
thanh thai creatinin tir 10 dén 30 ml/phut.

Do thiéu dit liéu & bénh nhan suy than nang co6 thanh thai creatinin
duédi 10 ml/ phut, chong chi %muw amisulpride cho nhirng bénh
nhan nay. : ; : ;

Suy gan: Amisulpride chuyén hoa rat it, do d6 w@.m can thiét phai
giam liéu ¢ bénh nhan suy gan. Trang 02

Sintason 100 Tai liéu thong tin thudc
Amisulpride 200 mg

SDK: VD-28408-17

CHONG CHI PINH: ;

Qua man cam vai cac thanh phan cua thude.

Mot so truong hop cao huyet ap nang dd duoc ghi nhan & nguoi bi u
t€¢ bao wa crom dung thuoc khang dopaminergic, trong d6 c6 mot so
thuoc thugc nhém benzamides. Do d6 khong dugc ké toa cho bénh
nhan da bict chac chan hoac nghi ngo bi u tuy thugng than.

Suy than nang (thanh thai creatinine dudi 10 ml/ phut). ]

Tre em duéi 15 tudi, do thiéu so6 liéu 1am sang vé viéc dung thuoc cho
tré dudi do tuoi nay. s

Budu 1€ m:_@no Eow_oa:m da dugc xac nhan hodc nghi ngo, ching han
adenoma tuycn yén va ung thu .

Suy than nang (thanh thai creatinine dudi 10 ml/ phuat).

Dung ket hop vai levodopa.

Phu nir c6 thai.

CANH BAO VA THAN TRONG: 4

Do thu6c duoc bai tiét qua than, nén giam li€u ¢ bénh nhén bi suy than.
Khong c6 so li¢u & bénh nhan bj suy than ning.

Céc thuoc an than kinh duoc biét 1a c6 thé lam giam ﬂ__%“u@mm gay dong
kinh, do d6 cén than trong va tang cudng theo doi khi diéu tri bang
Sintason 100 cho nhitng bénh nhan c6_tién st bi dong kinh.

Than trong khi dung cho nguoi cao tudi do thuong :m.&\ cam cao voi
thuoc (an than,va ha huyet ap).

Chi ke toa thuoc an than cho bénh nhan bi liét rung (parkinson) khi that
su can thit. .

TUONG TAC ._J:w_Qﬁ“

Chong chi dinh phoi hop:

_w@,,\ow oﬂm“ do co doi khang tuong tranh giira levodopa va céc thubc an
than kinh.

Truong hop xay ra hdi chig ngoai thap gay bai thuoc an than kinh,
khéng dugc dung levodopa dé diéu tri, ma nén ding mét thuoe khang
cholinergic. }

0,, nhirng bénh nhjn bi :mm run dugc dieu tri vgi levodopa, trudng hop
can phai dung thuoc an than kinh, khong nén tiép tuc dung levodopa do
¢ thé 1am n@ng thém céc roi loan tdm than va cling khong thé hién dugc
tac dong do céc thu the da bi phong bé béi cac thude an than kinh.
Khong nén phoi hop: : ; :

Ruou: ruou lam tang tac dung an than cua thudc an than kinh. Viéc

.»ef qmmﬁ_ su tap trung va tinh tdo c6 thé gay nguy hiém khi 1ai xe hay van

anh may moc. ‘._M uong ruou va cac thirc uong hay thuoc cé chira
g

ruou trong thoi 1€u tr1. Trang 03



