
1. Nhdn trr,rc ti6p
- Vi 10 vi6n n6n. Aoo

F'

2. NhEn trung gian:
- HQp 3 vi x 10 vi6n n6n

aoo
69

Thinh phdn: M6i vien n6n chua:
Amisulprid ..........-.....-.............-........400 mg
Td drJgc vd.............................-................ I viCn

8lo quln: NhiQt ilQ drrdi lo"C, tr6nh dm

vi iinh siing.

D€ xa tdm tay trl cm
Oqc ki hufng dln ddung
tnrfc lfii dtng

-,*r*"ryv

4eldlLo/l

?$rucQt

,y

MAU NHAN THUOC

C6i9 t, CP Drr* pl4il Arh.rylEm
27 Nguylh TMi Hc P Mi Slnh,TP Long XuyCn, An Gi.ng
Sdnxudt toi (hl nh.|rh ciig ty CP Dr* phtm Agtmdph.m
tha na, dn ru& Od{. phID Agh.xph.m
O'Jdng Vn TAng Phqng, l( thanh Ah, P My TMi, TP Long Xuyen, An Giang

lsc

Aoo

GMP.WHO

Composition: Each tablet contains:
Amisulpride ..............-----.-..---...4O0 m9

Excipients q.s.........---.-..-----.-..-.......1 tablet

Protect from humidity and
30"c.

outof rr.Ghof driHEn
cercfully thc instructions

ueula!\'alu!@d 6@]
'per\pql,(W lqueH uV queql

OH/r^-dW9

lndkttbn3 - Contnindicatlons - UndcslnHc:ffccts -

Pncautions - Dos.gt - Administtation.nd othct
infornation: Read the leaflet insert.

SFcificltion: ln house.

$ 16 SV Batch No.: )OOoOo(

Ng)y sV Mfg. Date: )WXX/xx
HD/ Exp. Date: XX/)OUXX

Chl tlinh - Ch5ng chl dlnh - T5c dgng
kh6ng mong mudn - Thfn t:9n9 - LiCu

dtng - Cdch dtng vl c{< th6ng tin kh{c:
Xin doc trong td hrrdng din srldung.

ltg cnuan: lLL5.

SO|V Reg. No.: )fi-n0fiX-)fi

hl**,o*,
-

T.. ndm..da{

(

=

E

JL

u?ula!\'orl^ord

o
ll
6

o
x

o,

.9

=q=
oa
od
s
!Up

_o_

=.9
E

use

t
I)

6tu 6OU eprrdlns!uV

c{,c
c
{J.S

o
x

CL
o.-

O)
E
oo
<f
E

_o.
f
,9
E

6992

cLjc QUAN lV o

DA PlIg, puypt'

Lin tldu :'l/- ..1 .Q2..],.2.0.t.1

BO Y TE,

2
,t

oo
sf
p
E
o
t-

E

Amriamid 400
Amisulprid 400 mg

R1 rhu6. re aon

002 plrueul'uv
6nrp uorldursard Xrr

oo+
p
E
.E
L

E

TP.

Thi Bich Th0yrlt.

https://trungtamthuoc.com/

https://trungtamthuoc.com/



2. Nhin trung gian:
- HQp 6 vi x 10 vi6n n6n.

MAU NHAN THUOC

hl*r.oo*
-

GMP.WHO

TP LongXuytn, An Giang

Thtnh phCn: M5i vi6n ndn chtla:
Amisulprid.............-----..........400 mg
TA dudc v41........................................1 vi€n

Blo quln: Nhi6t el6 dudi 30oC, trenh
dm vi 6nh sang.

Ddxa dm tay tr6 em
Ogc ki hutug dan sr?dgng
Etr6c khi dtng

Chl {linh - Ch6ng <hl dlnh -Tdc dgng
khOng mong mudn -Thfn trgng -

Li6u dtng - Cdch dtng va GdG th6ng
tln khdc: Xin doc trong td hudng d5n

s0 dung.

TI6u chudn: TCCS.

SDV Reg. No.: XX-XXXXX-XX

s

=

.$
-t La

,-**Vvi 'p/€ A loqllw uv queql

e
&1
.:J
s{

)
\

o
-o
G

o
x
(U

.!t
!
\o

o
,.o
eo
96s
4)p

_cL
3
.!!
E

'xf
u?ular 'o)ur^ord 6uPr9

Composition: Each tablet contains:
Amisulpride ..................................400 mg
Excipients q.s.................................1 tablet

Storage: Protect from humidity and

ligh! below 30"C.
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HUoNG nAN srl oqNc rHuoc
* 

AMRIAMII)

Thu5c niry chi dtng theo don thu6c

Dqc ky hu6,ng dfin sfr dgng trudc khi dtng
D6 xa tAm tay tr6 em

Thinh phAn c6ng thric cho I vi6n:

Thenh phdn ho4t ch6t:

M5i viCn AMRIAMID r00 chria 100 mg amisulprid.

Ir,t6i vien AMRIAMID 200 chta200 mg amisulprid.

ul6i viCn AMRIAMID 400 chfta 400 mg amisulprid.

Thenh phan ta dugc:

Lactose monohydrat, Povidon K30, Natri starch glycolat, Natri lauryl sulfat, Colloidal silicon
dioxid, Magnesi stearat.

D?ng bio ch6:

AMRIAMID 100: Vi0n n6n hinh trdn, mdu tring, mQt m{t tron, m6t mdt vi6n c6 g4ch ngang b6

d6i dugc, duong kinh 8 mm.

AMRIAMID 200: Vi6n n6n hinh trdn, mdu tring, mQt m{t tron, mQt mpt vi6n c6 gach ngang b6

d6i duoc, du<rng kinh 9 mm.

AMRIAMID 400: Vi6n n6n hinh trdn, mdu tring, mQt mflt trcrn, mQt mdt vi6n c6 gach ngang b6

d6i dugc, dudng kinh 12 mm.

Chi rlinh:

Di6u tri c6c bQnh tam than, dac biet ld c6c r6i lo4n tam than phdn liQt c6p tinh vd m4n tinh, c6

biiSu hien triQu chimg (nhu hoang tu6rng, 6o gi6c, r6i
chimg (nhu kh6ng biCu lQ cirn xfc, thich s6ng cd lap.

chimg chi6m uu the.

Cich ding,liiiu dtng:

Cich dtng: U6ng thu6c voi nhi6u nudc tru6c bta dn.

Lidu dtng:
Giai dogn c6 cdc con r6i logn tdm thdn ciip tinh:

loqn suy nghi
.), ki5 ci trong

kh6ng c6 triQu

kh6ng c6 triQu

Khcyi dAu di0u tri: Sri dsng liOu t1i6u tri c6 hiQu qu6 ngay khi bat dAu di6u tri md kh6ng cAn ph6i
.. ,.).

do lleu.

Li6u khuytin grio tu 400 d6n.800 mg/ngiy. Trong nhirng trudng hgp cri biet, liCu hang ngiy c6

th6 tnng l6n d6n 1200 mg. Li0u tr6n 1200 mglngdy chua dugc danh gi6 rQng rdi vC an toirn vd do

d6 kh6ng n6n dirng.

Li6u duy tri nOn dugc di6u chinh tty theo <16p rmg ctra bQnh nh6n.

Giai doan hdn hqp cd ca triQu chilmg duong tinh vd dm t{nh: Khoi dAu di€u tri, n6n di6u chinh

liCu de c6 dugc ki6m so6t tOi uu c6c triQu chimg ducrng tinh.

Sau d6 chinh liAu theo d6p img cria ttmg bQnh nhdn d6 dat dugc li6u tOl ttriOu c6 hiQu qu6.

Giai dogn cd cdc triQu ch*ng dm t{nh chiAm ru thA: Li6u khuy6n c6o tt 50 dOn 300 mg/ngdy.

Chinh li6u theo timg bQnh nhan. Li6u t6i uu nim trong khoing 100 mg/ngdy.

Amisulprid c6 th6 u6ng mQt tan m6i ngdy vcri li0u l6n d6n 300 mg, n6u 1i6u cao hcrn nOn chia ldm
^,l x.
z lan mol ngay.

Trong mgi trudng hgp, c6n phdi tim li6u t6i thi6u c6 hiQu quA cho timg benh nhan.

C{c tliii tugng il4c biQt
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Ngudi3ao tudi t?n
cao tu6i. Amisulprid

65 Su an tohn cua amisulprid da duo. c tra o m0t it bQnh nhdn

co ha huv6tnen ouoc

gi6m li6u
SU duno

b vol su th4n trong dac biet VI co thc co nguy

6p va an than. Co thc do suy than.

Trd em: HiQu qui vd sy an toen cira amisulprid o tr6 em ve thanh thii5u ni6n duoi 18 tu6i chua

dugc x6c dinh. Dir lieu c6 sin rd sri dgng amisulprid d thanh thi6u ni6n m6c benh tdm thdn phdn

liQt cdn han ch6. Do d6, kh6ng n€n dirng amisulprid 6 thanh thi6u ni6n tu 15 i16n 18 tu6i cho d6n

khi c6 th6m dfi liQu. Ni5u cdn thi6t, di6u tri thanh thitiu ni6n phii dugc bat dAu vir thuc hiQn boi

b6c s! c6 kinh nghiQm trong di6u tri benh tem thAn ph6n [9t d nh6m tu6i ndy. Ch,5ng chi dinh

dirng amisulprid o trd em va thanh thiOu ni6n duoi 15 tu6i.

Suy thQn: Do thu6c dugc ddo th6i qua th4n, li6u dirng cho benh nhan suy thfn phii duqc giam

ph6n nria 0 bQnh nh6n c6 thanh thAi creatinin tir 30 dtin 60 mVphtit vd giAm cdn 1/3 0 benh nh6n

c6 thanh thii creatinin ttr l0 dtin 30 ml/phft.

Do thi6u dt liQu 6 benh nhdn suy than nang c6 thanh thAi creatinin duoi 10 ml/phrit, khuy6n c6o

th4n trgng dic bipt o nhirng bQnh nh6n ndy.

Suy gan: Amisulprid chuy,Sn h6a k6m, do d6 kh6ng cdn thitit phai gi6m li6u o benh nhan suy gan.

Thdi gian diiu tri
Dfi liQu tir c6c tht nghiQm l6m sang c6 ki6m so6t bao g6m khoang thoi gian I n6m. Thoi gian

di6u tri n6n do bric s! di6u tri quytit dinh.

DO tranh c6c triQu chimg cai nghiQn c6n ngimg dtrng thu6c aan aan.

MQt s6 luu y il{c biQt vd xfr $ thu5c trufc vi sau khi sir dgng thuSc:

Kh6ng c6 y6u cAu d4c biet v6 xri ly thu6c sau khi sti dUng.

Chiing chi dinh:

Qud m6n voi amisulprid ho{c vcri b6t k} thanh ph6n ndo cria thur5c.

C6 kh6i u phU thuQc prolactin (nhu u tuytin y6n titit prolactin ho{c ung thu vu).

C6 kh6i u ttl bdo ua cr6m.

T16 em vd thanh thi6u ni6n ducyi 15 tu6i.

Php nfr dang cho con bri.

fhOi hqrp vni levodopa.

fhOi hqi'p vdi cilc san phAm thu6c sau d6y c6 th6 g6y xo6n dinh:

. Thu6c chdng loan nhip nhQm Ia nhu quinidin vd disopyramid.

. Thudc ch6ng loan nhip nh6m III nhu amiodaron vd sotalol.

.C6c sAn pham thu6c kh6c nhu bepridil, cisaprid, sultoprid, thioridazin, methadon,
erythromycin (t1Cm ttth m4ch), vincamin (ti6m tinh m4ch), halofantrin, pentamidin,
sparfloxacin, thu5c ch6ng ndm azol.

Cinh b6o vir th$n trgng khi dtng thu5c:

- HOi chimg than mnn irc finh: Nhu d6i vcvi c6c thu6c an.th6n kinh kh6c, amisulprid c6 thd gdy ra
h6i chtmg than kinh ric tinh (tang thdn nhi6t, cimg co, r5i loqn than kinh thpc.rrAt, -6t nhqn'thtc,
tang CPK). Truong hqp tdng than nhiet, ntr6t U khi dung li6u hang ngdy cao, ph6i ngtmg thu6c
ngay.

- Tqng ducrng hyf6t duo. c bilo.c6o o nhirng benh nhan ilugc di€u tri vcri mQt s6 thu6c ch6ng lo4n
th6n khdng ditin hinh, bao g6m amisulprld,d.o d9 khi bat d6u dtng amisulprid o cac berilinhin
c6 chdn dorin t16i thtlo dudrng hof,c c6 cric y6u tri nguy co bQnh AZi tfrao duong cAn dugc theo
ddi ducrng huy6t thich hqp.

- Amisulprid dugc lo4i bo qua thfn, trong trudng hsp suy thQn, c6n giam [6u ho{c xem x6t didu
tri kh6ng li6n fuc.
Amisulprid co thc ha th6p ngu&ng co

khi di6u tr!
siat. Do do nhirrg benh nhan co ti6n benh tlQng kinh

nen d6i ch4t ch€ amisulprid.

nen SU
o

dugc theo

nhan cao tu6i:
vol

nhu cac thu6c an than kh6c

SU
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thAn vl co c6 nguy co ha 6p ho{c an Giam cfing c6 dugc y6u
suy th4n.

- Ctng nhu c6c thudc ch6ng trAm cim kh5c, cAn thfn trgng khi dung amisulprid cho bQnh nhAn
bi benh Parkinson vi n6 c6 th6 gdy bQnh trAm trgng hcrn, chi n6n sri dgng khi c6n.

- C6c triQu chimg cai thu6c c6p tffi bao g6m budn n6n, n6n mira vd m6t ngri r6t hitim g4p duqc
m6 ti sau khi ngung dQt ngQt liAu cao thu6c ch6ng loan thdn. DE c6 b6o c6o vC sF tii phdt cic
triQu chimg tam than, vd sp xu6t hiQn cira nhirng r6i loqn van dQng ngopi y (nhu chimg ng6i
nam kh6ng yOn, loan truong lyc co vd lo4n vfn dQng). Vi vay, khi ngmg thu6c n6n gi6m d6n

li0u.

- K6o ddi khoang QT:

Can tfran trgng khi dtng amisulprid cho benh nhan c6 bQnh tim mach hodc ti6n sri gia dinh bi
khoang QT k6o ddi.

Amisulprid g6y k6o ddi khoang QT phU thuQc theo li6u. T6c dgng ndy dugc bitit le lim t[ng
a. .

nguy co r6i lo4n nhfp th6t nghiCm trgng nhu xodn dinh. Tru6c khi tli6u trf, vi nOu c6 th6 theo

tinh trqng ldm sang cira benh nhan, n6n lo4i tru cilc ytiu t6 sau d6y c6 th6 ldm xu6t hi6n tinh
tr4ng loqn nhip ndy:

. C6 nhip tim ch4m hcm 55 bpm.

. C6 benh tim ho{c ti6n su gia dinh bitri vong dQt ngQt hoflc k6o ddi khoang QT.

. M6t can b6ng diQn gi6i, dflc biQt ld ha kali mriu.

. Sp k6o dei bAm sinh khoang QT.
a D*g di6u tri voi thu6c c6 khi n6ng gdy ra nhip tim chfm (< 55 bpm), ha kali m6u, gi6m

truy6n trong tim, hoflc k6o ddi khoang QT.

Khuy6n c6o do ECG tru6c khi di6u tri o t6t cit citc benh nhan, dflc biQt o nguoi cao tu6i

benh nhan co ti€n su ca nhAn hodc gia dinh

di6u tri,
co benh tim hodc nhirng phdt hi0n b6t thuong

tim tr6n lam sdng. Trong qu6 trinh can theo d6i ECG cho tirng bEnh nhdn (vi du

t6ng liCu). Lidu amisulprid n6n du-o. c gi6m n6u QT k6o ddi vd ngrmg ntiu QTc > 500 ms.

Khuy6n.c6o ki6m tra
dang mdc benh kh6c.

diQn gi6i dinh ky dac biet n6u benh nhdn dang dung

Can trantr sri dgng tl6ng thoi v6i thu6c ch6ng r6i lo4n tdm thAn.

- Huytit UrOi tinfr m4ch:

Cdc trudng hgp thuy6n tic huy6t t<trOi tintr TAch (VTE:

c6o v6i c6c thu6c ch6ng r6i lo4n tdm th6n. Vi benh

th6n thuong c6 c6c y6u t6 nguy co mic bQnh thuy6n

Venous

b6o nhAn dugc di6u tri
tic huytit t<hOi tintr

bSng

loan m4ch n6n cAn xiic

dinh t6t ci c6c i6u tO nguy co c6 th6 aOi vOl thuy0n t6c huyOt mrOi tintr m4ch tru6c vir trong

khi di6u trf bang amisulprid vd c6c biQn ph6p phdng ngtra.

Ung thu vri:

Amisulprid c6 th6 ldm tdng prolactin. Do d6, cAn thAn trgng khi dung o benh nhan c6 ti6n sri

hoic ti6n st gia dinh vO ung thu vri n6n duoc theo ddi chflt ch6 trong qu6 trinh di6u tri voi

amisulprid.

U tuy6n yOn lanh tinh:

Amisulprid c6 th6 ldm tlng n6ng dQ prolactin. Crlc.trudrng. hqp u tuytin y6n lanh tinh nhu

prolactinoma dd dugc quan s6t th6y trong thcri gian di6u t4 bi.ng amisulprid. Trong trucrng hgrp

nOng aO prolactin r5t cao ho{c c6c a6u fiieu 16m sang cira kh6i u tuy6n y6n (nhu r6i.1o4n tAm

nhin vdnhric dAu),.n6n thgc hiQn chgp anh tuy6n y6n-N6u chan doan xrlc nhfln c6 kh6i u tuy6n

yOn, ph6i ngtmg di6u tri bdng amisulprid.

Giam bach cau, giim b4ch cAu trung

bao g6m amisulprid.

tinh va mdt bach cau hat oa dugc b6o cao vol thu6c

ch6ng thAn, Nhi6m trung

huyCt

ho{c sOt kh6ng ro nguyOn nhAn co thc la

bAng loan m6u, va can phAi ki6m tra hqc ngay.

hi6m veThenh

loan

ta

t?o

cua thu6c co lactose nhdn co van de di

GT]
PI

N

\

,|
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kh6ng dung n4p galactose,

kh6ng n6n dirng thu6c niy.
enzym Lapp lactase hodc k6m thu glucose-galactose

Sir dgng thudc cho phg nfr c6 thai vir cho con bri:

Thdi ki c6 thai:

Dfr liQu lAm sang vC ai6u tri cho nguoi mang thai cdn r6t han ch6. Do thitiu chimg cir an todn

thu6c kh6ng dugc khuy6n crio ding cho ngucri mang thai, tru khi viec di6u tri mang lai lqi ich

cao hon nguy co c6 th6 xtty ra.

Php nfr c6 kh6 ndng mang thai ho{c dang sri dpng crlc biQn ph6p tr6nh thai n6n tham kh6o y ki6n

b6c s! c6n than tru6c khi di6u tri voi thu6c niy.

Chua c6 th6ng tin v€ dQc tinh cira thu6c tr6n thai nhi.

Thdi ki cho con bil:

Kh6ng bi6t [Qu amisulprid c6 bdi ti6t trong sira mg hay kh6ng vi v4y kh6ng n6n dtng thu6c ndy

o phU nt dang cho con bir.

Anh hu0ng cria thuiic l6n khi nlng l6i xe, vfn hirnh miy m6c:

Chua c6 bang chimg ve anh hucrng cria thutic l6n.khi nang 16i x9,vfln hanh mriy m6c. Tuy nhiOn

benh nhan cdn du-ry. c canh b6o v0 nguy co giy bu6n ngt cira thu6c, kh6ng n6n Lli xe vd van hanh

mily m6c khi dang dtng thu6c.

Tuong ti[c, tuong ky cfra thu5c:

Tuong tic cta thu5c vri,i c6c thu6c khr{c vir c6c lo4i tuong tdc kh6c:

Nhirng thudc trfnh dtng pn6i nqp:

Levodopa: C6 sp aOi Urang t6c dgng gifra levodopa vir thu6c than kinh.

Amisulprid c6 th6 aOi Hrang t6c dpng cria c6c thu6c chri v4n dopamin nhu bromocriptin,

ropinirol.

Nhfrng thu6c khuy6n kh6ng dtng pndi nqp:

Amisulprid c6 thO ldm tdng tdc dpng l6n thdn kinh trung ucrng cira ruqu.

Nhirng thu5c nOn cAn nhic khi dtng ptriii nqrp:

Thu6c giim dau than kinh trung uong bao g6m thu6c giim dau gdy nghiQn, thu6c gdy m6, thu6c

giAm dau, thu6c chting loan thdn Hr, thu6c barbiturat, thu6c beruodiazepin vd thu6c giim dau

kh6c, clonidin vi cdc ch6tdin xu6t.

C6c thu6c ch6ng cao huy6t 6p vd c6c thu6c h4 6p kh6c.

Can tnan trgng khi kO toa amisulprid vcri ciic thu6c c6 th6 k6o ddi khoang lhoi gian QT, vi dp

nhu thu6c ch6ng loan nhip nh6m IA (vi du quinidin, disopyramid) vd thu6c ch6ng loan nhip

nh6m III (vi dp amiodaron, sotalol), mQt s6 thu6c khang histamin, mQt s6 thu6c ch6ng loan thAn

kh6c vd thu6c s6t rdt (vi dp mefloquin).

Tuong lry cia thuSc:

Do kh6ng c6 cttcnghiOn criu v0 tinh tuong ky cua thu6c, kh6ng tQn lAn thu6c nay voi c6c thuiSc kh6c.

Tdc drlng kh6ng mong mu5n:

C6c phan img c6 h4r dugc phdn nh6m theo tAn s*5t: R6t Fo*g g6p (ADR > 1/10), thuong gdp

(1/100 < ADR < 1/10), it gdp (1/1.000 < ADR < 1/100), hi6m gap (1/10.000 < ADR < 1/1.000), rat
hi6m gap (ADR < l/10.000).

Riit thudng gQp

ROi loan he than kinh: TriQu chimg ngo4i thrlp (rung, tdng truong lgc, t6ng titit nu6c bot, bdn
ch6n dimg ng6i kh6ng y€n, r5i loqn van dQng) c6 th6 xity ra. C6c triQu chimg ngo4i th6p thucmg
nhg khi dung li6u duy tri vd khoi khi dtng thu6c ch6ng co gi{t, kh6ng can pnii ngmg th-u6c.

Tan s6 xhy ra c6c triQu chimg ngoai th6p tuy thuQc vdo li6u ding, r6t th6p khi dung liOu tu 50

tl6n 300 mg/ngdy.
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Thuong gflp

ROi loan hg tlen kinh: Lo4n.truong luc co c6p tinh (veo c6, gon ryng giQt nhan cAu, cimg khit
hdm...) c6 thO xtty ra. C6c r6i loqnndy se khbi khi dtng ttruoc ctroniZ; *tat A;;g;#ffii
ngLmg amisulprid. Bu6n ngri.

Roi loan tam thdn: M6t ngir, lo du, kich dQng, r6i loqn chric ndng cuc kho6i.
ROi loqn ti6u h6a: T6o b6n, budn n6n, n6n, kh6 miQng.

ROi loan nQi ti6t: Ting prolactin m6u, hOi phuc khi ngmg thu6c, c6 th€ gdy mQt sO Ui,5u hiQn l6m
sang: Tdng ti6t sfra, v6 kinh, vf to cy nu- gidi, cAng v-ri, b-6t lgc, lAnh cdm. 

-

ROi loan tim m4ch: Ha huyiSt 6p.

Kh6c: Tdng cdn.

h s'dp

ROi loqn he than kinh: R6i lo4n vf,n dQng muQn d{c tnmg b6ng c6c van dQng kh6ng tp chri d luoi
vdlho{c m4t <td ducr. c ghi nhan, nrrdt ta sau khi dung thu6- keo aai. DQng kinh.
ROi loan chuy6n h6a vd dinh du0ng: Tdng ducrng huytit.

ROi loan tim mach: Cham nhip tim.

X6t nghiQm: Tdng ciic men gan, chri yiSu ld men transaminase.

ROi loan hQ miSn dfch: Ph6n rmg ditmg.

Qu6 lidu vir cich xfr tri:

Qud liiu: Cho d6n nay, cdc dfr liQu v6 qu6li6u c6p tinh v6i amisulprid cdn rAt h4n ch6. C6c
hiQu vd triQu chimg clugc ghi nhan thuong ld tdng m4nh tric dQng duo. c ly, bitiu hiQn tren
sang thuong ld ngt li bi, h6n m0, ha huytit 6p vd hQi chtmg ngo4i ttuip.

X* tri:
Kh6ng c6 thu6c gi6i dQc.dac hiQu cua amisulprid. Tqong truong hqp ngQ <tQ9 c6p tinh, cAn tim
xem c6 ph6i hgp voi thu6c ndo kh6c hay kh6ng vd ti6n hanh c6c biQn ph6p c6p cr?u thich hgp:

. Theo d6i c6c chric nlng s6ng.

. Theo d6i diQn tam dO (khoing QT) cho d6n khi benh nhan hOi phsc.

. Trudng hgp xiy ra hQi chimg ngo4i thilp n{ng, dirng thudc khang cholinergic.

.Amisulprid bi thAm tdchrdtk6m nOn kh6ng loai b6 b6ng thAm ph6n m6u.

D{c tfnh dugc hpc hgc:

Nh6m duo. c ly: Thu6c ch6ng lo4n thAn.

Md ATC: N05AL05

Amisulprid ld thudc ch6ng lo4n th6n thuQc nh6m benzamid. D[c tinh dugc lgc

I

amisulprid ld do c6 6i lpc chgn lgc vd n6i trQi tr6n c6c thu thO dopaminergic D2 vd D3

li6m. Amisulprid kh6ng c6 6i lFc vcri c6c thp th6 serotonin hodc c6c thp th6 than kinh

cua

he

o

amisulprid gi6i

kh69
histamin, cholinergic vir adrenergic.

Nghi:n ct?u tr6n dQng vat khi dung liAu cao, amisulprid chgn chtr y6u c6c noron

hQ li6m nhiAu hon c6c noron dopaminergic o thiS vAn. Ai lyc d4c hiOu ndy cria

thich t6c dgng ch6ng lo4n thdn n6i trgi hon so vcvi tiic dgng ngo4i thrlp cira thudc.

O li6u thAp, amisulprid chgn chri ytiu c6c thu th6 dopaminergic DzlDt tidn sinap, di6u ndy girip

gi6i thich t6c dQng cria thu6c tr6n c6c triQu chimg am tinh.

Trong mQt nghiOn cuu mtr d6i c6 A6i ctnmg so voi haloperidol g6m 191 benh nhan bi tam than

ph6n liQt c6p di0u tri voi amisulprid tt6 girip c6i thiQn ciic triQu chimg am tinh thri ph6t cao hon 16

rQt so vcvi khi di0u trf voi haloperidol.

D{c tinh dugc ilQng hgc:

Htip thu:6 nguoi, amisulprid c6 hai ttinh h6p thu: Dinh thri nhAt dat dugc r6t nhanh khoang I
gid sau khi dung thu6c, vi tlinh thri hai d4t dugc tt 3 d6n 4 gid sau khi dtng.
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P'hdn 1e 5 ,8 l/kg. Ti 19 vol protein va kh6ng co tuong

tbc thu6c li6n k6t protein huy6t tuong. Sinh kha dung le 48%

ChuyAn h6a: Amisulprid dugc chuy6n h6a y(tt:2 ch6t chuy6n h6a kh6ng ho4t dQng duqc nhan

bitit vn chiiim 4ohtrongt6ng luqng thu6c bdi ti6t.

Sau li6u l4p l4i, amisulprid kh6ng tich lu! vh c6c th6ng s6 dugc dQng hqc kh6ng thay <16i.

Thdi trir:Thcri gian ban thai khoang 12 gttr sau khi u6ng thu6c.

Amisulprid ttugc bii ti6t qua nu6c ti6u duoi d4ng kh6ng ddi.

D0 thanh thii cua th4n vdo k1-roang 330 ml/phirt.

ChC dg 6n c6 nhi6u carbohydrat sE ldm gi6m c6 ;f nghia AUC (diQn tich ducri duong cong), Tmax

(thoi gian d4t n6ng dO t6i da) vd Cmax (n6ng <10 tOi da) cira amisulprid, nhtmg cn6 ag An nhi6u

dAu mO kh6ng anh huong tor citc th6ng s6 ndy. Tuy nhi6n trong qu6 trinh di6u tri inh hu&ng cira

citc titc dQng ndy kh6ng dugc bii5t ro.

Suy gan: Amisulprid chuy6n h6a qua gan r6t it, n0n kh6ng cdn phdi gi6m [Au khi dung thu5c cho

benh nhan suy gan.

Suy thQn: Thoi gian b6n thii kh6ng thay d6i d benh nhdn suy th4n, nhtmg t6ng dQ thanh thdi
gi6m tu 2,5 d€n 3 lan.

AUC (diQn tich duoi dudng cong) tang g6p d6i 6 benh nhan bi suy than nhe vd gdn nhu g6p 10

lan 0 benh nhan bi suy th{n vira. Tuy nhi6n, cfing chua c6 dri dfr liqu ldm sang khi dung lidu cao

hcrn 50 mg.

Amisulprid bf thAm t6ch r6t k6m.

Ngndi cao m6i; OOi voi nguoi tr6n 65 tu6i gi6 tri Cmax, Tll2 vdAUC tang tu 10 d6n 30% sau

khi dtng lirlu dcm 50 mg. Chua c6 dfi liQu ldm sang khi dung li6u lap lai.

Quy cdch d6ng g6i:

AMRIAMID 100: HQp 3 vi, 6 vi, 10 vi x 10 viOn n6n.

AMRIAMID 200: HQp 3 vi, 6 vi, 10 vi x 10 viOn ndn.

AMRIAMID 400: HQp 3 vi, 6 vi, 10 vi x 10 vi6n n6n.

Didu kiQn bio quin, h4n dtng, ti6u chuin chdt lugng cria thu6c:

Didu kiQn bio quin: De d nhiet dO duoi 300C, tranh 6m vd anh s6ng.

H4n dtng cria thu6c: 36 thang kC tu ngdy san xu6t.

Ti6u chuAn chdt lugng: TCCS.

TOn, dia chi cria co s& sin xu6t thu6c:

COag ty CPDrgc phio Aglocrphrro
2? Nguy€n Thni Hgc, P. M! Blnb, TP- Long Xuy€n. An Giang
F-1" ."e! tei: Chi ohlnh CEog ty CP Dogc phln Aglocrpherm
NLI mly rln rolt Dugc ptla Agftacrphrrrn
Ou&ng Vt Trpng Ph$rg, Kh6m Thanh Ar,
P. lr"l}Thdi, TP. Lcng Xu;rEn, An Cturng
TeI:O29618573OO Fax: 02963S5?3Ot
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