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TRACH NHIEM TRON VEN

CONG TY CP DUQC PHAM SAVI (Sawipharm J.S.C)
L6 Z.01-02-03a KCN trong KCX T4n Thuan, Q.7, Tp.HG Chi Minh
DT: (08) 37700142 - 143 - 144 Fax: (08) 37700145
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MIATUN HANTEIAN GYKsYe
Aronfat 100
(Hép 3 vi)

Ry Thudc ban theo don
Hdp 3 vi x 10 vién nén bao phim

Aronfat 100

Amisulprid 100

TRACH NHFEM TRON VEN

S64/159

Thanh phén: Mdi vién chila:
Amisulprid ..........cccocemmnnenssies 100 Mg
Té duge vita di ...........coeeeennnee 1 viBN
Chi djnh, Chdng chi dinh, Lidu higng,
Cich ding, Thn trong, Téc dyng phy vi
céc thing tin khic: Xem 1 hudng ddn st
dyng kém theo.

20C K7 NG DA SU DUNG TRUEE K NG
£ xa 7AW TAY CLW TRE EM

Ry Prescription only medicine

Box of 3 blisters x 10 film-coated caplets

Aronfat 100

Aronfat 100

Tigu chudin: Tigu chudn nhi sin st

SBK / Reg. No.:

Bao quan: N khd, nhigt d) khbng qué 30°C.
Trénh dnh séng.

Sdn xullt tai:

CTY CP DUGC PHAM SAVI( Suwptrarm /.5
Ld 2.01-02-03a KCN trong KCX Tén Thudn,
P. Tan Thugn Bong, 0.7, Tp.HE Chi Minh
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A dat

Amisulpride 100

SOCLAL RERPORSTRILITIES

Composition: Each caplet contains:
Amisulpride ...............ccccoo...... 100 Mg
Excipients g.5. for .................. 1 caplet
Indications, Contraindications, Dosage,
Administration, Precautions, Side Effects
and other information: See enclosed
leafiet.

READ CAREFULLY THE LEARLET BEFORE LSE
KEEP OUT OF REACH OF CHILDREN
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Aronfat 100

Specification: Manufacturer's
Storage: Keep in a dry place,

do not store above 30°C. Protect from light.
Manufactured by:

SAV] PHARMACELITICAL J.5.Co. { Siutiphmrss 1.5.€ )
Lot No. Z.01-02-03a, Tan Thuan IZ located in EPZ,
Tan Thuan Dong Ward, Dist. 7, Ho Chi Minh City

TP. Hb Chi Minh, ngay .4.. thing ... nam 20.16
KT. Tong Giim Doc
Phé Téng Giam Pbc (KH-CN)
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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim ARONFAT 100

ARONFAT 200

R Thuée ban theo don
Dé xa tim tay ciia tré em
Doc ky huwdng din sir dung trwede khi diing
Thong bdo ngay cho bdc sy hodc dwgc sy nhimg tdc dung khing mong mudn gdp phi khi si¢ dung thudc

A. HUONG DAN SU DUNG THUOC CHO

NGUOI BENH

THANH PHAN, HAM LUQNG CUA THUOC
ARONFAT 100

Amisulprid ...100 mg
Ta duge vira du — ..1 vién
(Lactose monahydrar ce!ulose vi nnh thé ]OI natri
starch  glycolat,  hydroxypropylcelulose, magnesi

stearat, hypromelose 606, polyethylen glycol 6000, talc,
titan dioxyd).

ARONFAT 200
Amisulprid ... ...200 mg
T4 duge vira du ...1 vién
(Lactose monoh}drat celulose vi rmh thé H.U natri
starch  glycolat,  hydroxypropylcelulose, magnesi

stearat, hypromelose 606, polyvethylen glycol 6000, talc,
titan dioxyd).
MO TA SAN PHAM

ARONFAT 100
Vién nén dai, bao phim, mau tring, hai mit khum, mot
mit tron, mdt mit c6 gach ngang, canh va thanh vién
lanh lan.

ARONFAT 200 i
Vién nén dai, bao phim, mau tring, hai mit khum, mjt
mat c6 chit SVP, mét mit c6 gach ngang, canh va thanh
vién lanh In,
QUY CACH PONG GOI: Hop 3 vi x 10 vién,

THUOC DUNG CHO BENH GI

ARONFAT dugc ding dé diéu tri bénh tdm than phén
liét, cén bénh ndy c6 thé khién ban cam thdy, nhin thdy
ho#c nghe thiy nhimg thir khong ton tai, c6 nhimg suy
nghi ki la va déng s, thay dbi cach hanh dqmg cia ban
va lam ban cam théy c6 don. Boi khi con c6 thé cam
thiy cang thﬁng, lo lang hodc tram cam.

ARONFAT cai thién nhimg rbi loan trong suy nghi,
cim xiic va hanh vi. Thubc dung dé diéu trj tim thén
phan liét khi méi khoi phat va trong thoi gian dai.

NEN DUNG THUOC NAY NHU THE NAO VA
LIEU LUQNG

Cach ding

Thudc ding dudng ubng. Udng thudc trude khi an.

Liéu lugng

Thye hién theo chi dinh cla béc s§ diéu trj.

Ngwoi lon:

Lleu théng !hm‘.mg tir 50 — 800 mg/ngay.

Néu cn thiét, bac s§ 6 thé giam liéu khoi diu xudng
hofc ting lidu 1én dén 1.200 mg/ngay.

Néu sir dung lléu < 300 mg/ngay: Ubng 1 1an/ngay, tai

cung mét thoi dlém trong ngay.

Néu sir dung lidu > 300 mg/ngay: Nén chia lam 2 l4n,
sang va tbi.

Ngudi cao tudi:

Cén dLI'Q‘C béc s§ kiém tra cn thén vi dé bj ha huyét 4p
va budn ngu.

Nguoi ¢é van dé vé Qlén'

C6 thé duge chi dinh liéu thip hon.

Tré em:

Tré em dudi 18 tudi khdng nén sir dung thudc nay.

KHI NAO KHONG NEN DUNG THUOC NAY

Bénh nhin dj tmg v&i amisulprid hodc bat ky thanh
phin nao ca thubc nay. D4u hiéu cia mét phan img di
{mg bao gém: Phét ban, khé nudt hoic khé thd, sung
mdi, mét, hong hoic ludi.

Phuy nit mang thai, c6 thé mang thai hoc phu nir cho
con bu.

Bénh nhan bj ung thu vi hoic khéi u phu thudc
prolactin.

U thuong than.

Pang st dung levodopa (mét loai thubc diéu tri
Parkinson).

Dusi 18 tudi.

TAC DUNG KHONG MONG MUON

Rét thuong gdp, c6 thé xdy ra nhiéu hon I trén 10
nguoi:

Run rdy, cimg co hoic co thit, cir déng chém, tiét nhiéu
nuéce bot hon binh thudng hodic cam thdy bdn chén.
Thudng gdp, c6 thé xdy ra it hon 1 trén 10 nguoi:

- Mit kiém soat cir dong, chu yéu & canh tay va chan.
Nhimg triéu chung nay co thé giam néu béc sy giam lidu
hodc chi dinh ubng kém mét thudc khéc.

- Khé ngii (mét ngt) hodc lo ling hoic kich ddng.

- Budn ngu

- Tdo boén, khé miéng.

- Téng cdn

- Tiét sira bit thudmg & nir va nam.

- Gidn doan chu ky kinh nguyét

- To vi1 @ nam

- Khé cuong va xudt tinh

- Chéng miit (cé thé do ha huyét 4p)

It g‘p ¢6 thé xay ra it hom 1 trén 100 nguoi:

- Mt kiém soét cir dong, chu yéu & mit hodc ludi.

- Nhip tim chdm

- Téng dudng huyét

Mt s6 tdc dung phu khdc khéng ré tdn sudt:

- Cam thay béi roi

- Tang m& mau (triglycerid hofc cholesterol).

NEN TRANH DUNG NHUNG THUOC HOAC
THYC PHAM Gi KHI PANG SU DUNG THUOC
NAY

Khéng ding thubc nay va thong bio v6i bic s§ néu ban
dang sir dung:

- Levodopa (thudc diéu tri bénh Parkinson)

- Céc thude chi van dopamm Ropinirol, bromocriptin.
Thong béo cho bic sy néu ban dang diing céc thudc sau:

- Thudc dé diéu chinh nhip tim: Quinidin, disopyramid,

amiodaron va sotalol.
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- Céc thubc chéng loan than khéc.

- Thudc giam dau ning: Morphin hoic pethidin.

- Céc thubc diéu tri ting huyét 4p va céc vin dé vé tim:
Diltiazem, verapamil, guanfacin va di%ita]is.

- Clonidin (thuéc diéu trj dau nira dau, d6 bimg hodc
tang huyét 4p).

- Mefloquin (thudc tri sét rét).

- Thuoc ngu: Barbiturat, benzodiazepin.

- Thudc giam dau: Tramadol, indometacin.

- 'Ihutfsc mé

- Thuoc khang histamin: Promethazin.

Khéng udng rugu khi dang diéu tri véi ARONFAT vi cé
thé anh hudng dén tic dong ciia thubc.

CAN LAM Gi KHI MOT LAN QUEN KHONG
DUNG THUOC

Néu quén thudc, ubn ngay khi nhé ra. Tuy nhién, néu
gin véi thdi diém udng liéu tiép theo, bé qua liéu da
quén. Khong diing hai liéu d& bu lai lidu di quén.

CAN BAO QUAN THUOC NAY NHU THE NAO

Dé xa tAm tay tré em.

Khéng diing th'uéc dd qua han sir dung ghi trén nhan,

Bio quén thudc & noi khé, nhiét dd khéng quéa 30 °C,
tranh dnh sang.

DAU HIEU VA TRIEU CHUNG KHI DUNG
THUOC QUALIEU )

Bén chdn, run, cimg co, budn ngu, co thé mat y thirc.
CAN PHAI LAM Gi KHI DUNG THUOC QUA
LIEU KHUYEN CAO

Trong trudong hop qué liéu, ngudi bénh cin théng bio
ngay cho béc s§ hodc dugc s§.

NHUNG PIEU CAN THAN TRONG KHI DUNG
THUOC NAY

- Ngung ARONFAT va thong bdo ngay cho béac sy khi
c6 biéu hién:

+ Sét cao, vd md hdi, cimg co, tim dép nhanh, 14n 16n,
budn ngu hoic kich ddng. Py c6 thé 1a triéu chimg cta
mét tac dung phu nghiém trong nhung hiém gip goi 12
hoi chimg an than kinh 4c tinh.

+ Nhijp tim bt thudng, tim dap nhanh hodc dau ngure.

+ C6 cuc méu dong trong tinh mach dic biét la & chin
(chan sung, do va dau). Cuc mau ddng c6 thé di chuyén
dén phdi gay dau nguc, khé thd.

+ Dg bi nhiém trung hon binh thudng do réi loagn mau
(méit bach ciu hat) hofic giam té bio méu tring (giam
bach céu trung tinh).

+ Dj tmg thudc (ngira, ndi mé day, khé nudt hoic khé
thé, sung méi, mit, hong hoic ludi).

+ Co giét

- ARONFAT c6 chira lactose, 12 mét loai dudng. Théng
béo cho bic sj néu ban khdng thé dung nap mdt sb
dudng. .

- Khéng duoc tir y ngung thudc néu khéng c6 chi dinh
cia béc sy dii da cam thiy tdt hon.

- Mot sb xét ngniém méu c6 thé bj anh huong néu ban
dang diing thudc nay bao gdm: Xét nghiém do hormon
goi 1a prolactin va xét nghiém gan. Thong béo cho bic s
néu ban cin xét nghiém méu. [

- Ngudi cao tudi d& bj ha huyét 4p hojc budn ngii khi
diung thudc nay. Ti 18 tir vong ting nhe & ngudi cao tudi

bi sa sit tri tué ding thudc chdng loan thdn so véi
nhimg ngudi khéng ding thudc.

Trwong hop co thai )

Théng bdo cho béc sy trude khi ding thuéc & phu nit
mang thai, nghi ng& mang thai hoic c6 thé mang thai.
Néu me sir dung thudc & 3 thang cudi thai ky, tré cé thé
¢6 céc tridu chimg: Run, cimg co hodc yéu co, budn
ngt, khé thé va khoé an. Lién hé véi béc sy néu tré c6
cac triéu chimg trén.

Trwong hop cho con bii

Phuy nif cho con bt khéng sir dung thudc nay.

Tdc dpng ciia thube khi ldi xe va vin hanh mdy méc
Thudc c6 thé gdy mét tdp trung va budn ngu. Khéng lai
xe va vin hanh méy méc néu ban cb céc triéu chimg
trén.

KHI NAO CAN THAM VAN BAC SY, DUQC SY
Ngudi bénh c6 tién sir man cam véi bét ky thuée nao.
Ngudi bénh sir dung thudc khéc khi dang diéu trj.

Ngudi c6 vén dé vé than, Parkinson, timg bj ddng kinh,
¢6 bénh tim ho#ic c6 tién sir gia dinh méc bénh tim, timg
dugc bac s§ canh béo c6 nguy co dot quy, bi huyét khéi
hoic ngudi thin trong gia dinh bj huyét khéi, tiéu
dudmng, nhip tim chdm (< 55 nhip/phut), ha kali mau.
Ngudi cao tudi

Tré em (<18 tudi)

Phu nir mang thai hoc c6 ké hoach mang thai.

Phu nir cho con bi.

Néu ciin thém théng tin xin héi y kién bic sy hodc duwgc
sp.

HAN DUNG CUA THUOC: 36 thang ké tir ngdy san
xuat,

San xufit tai:

SIER=Tm

TRACH SHIE W TRON VEN
CTY CO PHAN DUQC PHAM SAVI
(Sawipharm J.5.C)
L6 Z.01-02-03a khu Céng nghiép trong khu Ché xudt
Tén Thuan, P. Tan Thuén Péng, quin 7, TP.HCM
Dién thoai: (84.8) 37700142-143-144
Fax: (84.8) 37700145
NGAY XEM XET SUA POI, CAP NHAT LAI NOI
DUNG HUONG DAN SU DUNG THUOC:
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B. HUONG DAN SU DUNG THUOC CHO
CANBOYTE
DUQC LYC HQC

Nhém dwge Iy: Thubc chdng loan than

Mi ATC: NO5SALOS

Amisulprid c6 4i lyc cao, chon loc véi thu thé dopamin
phan nhém D,/D; va khéng c6 4i luc véi thy thé D,, D,
va Ds

Khong gmng nhu céc thudc an thin kinh cé dién va
khéng dién hinh, amisulprid khdng c6 4i lyc véi thy thé
serotonin, thu thé « than kinh glao cam, thu thé histamin
H, va thy thé thin kinh phé giao cam. Amisulprid ciing
khéng gin vao vi tri sigma.

Trong céc nghién ciru trén dong vit, liéu cao amisulprid
{rc ché thu thé dopamin trong cAu triic vién nhiéu hon
trong thé van,

O liéu thép, amisulprid trc ché wu tién thu thé D,/D, tién
synap, gdy phong thich dopamin.

Amisulprid cé higu qua trén ca triéu chimg duong va
triéu chimg 4m ctia bénh tdm thin phan liét.

DUQC PONG HQC

Hip thu

Amisulprid c6 ha1 dinh hap thu: 1 gid va 3-4 gi& sau khi
uéng Sau khi udng lidu 50 mg, néng dé amisulprid
trong huyét tuong tuong tmg véi 2 dinh hap thu la 39 +
3 ng/ml va 54 + 4 ng/ml. Sinh kha dung tuyét d6i 48%.
Mgt bira &n gidu carbohydrat lam giam dang ké AUC
(Dign tich duéi dudmg cong - Area under the curve),
Tmex (Thoi gian dé dat ndng do t6i da - Time to peak
concentration) va Cpax (Nong ddthuéc téi da -
Maximum concentration), nhung bira #n giau chét béo
khéng anh hudng céc thdng sb trén. Tuy nhién, y nghia
cua anh hudng nay trén 1am sang chua duge xéc dinh.
Phin bé

Thé tich phan bd ciia amisulprid 1a 5,8 Vkg. Ty 1¢ két
hop véi protein thap (16%).

Chuyén héa

Amisulprid it dwgc chuyén hoa (khoang 4% liéu diing),
tao thanh 2 chét chuyén héa khdng hoat tinh.

Thai trir

Amisulprid c6 théi gian bén thai khoang 12 gid. Thuéc
dugc thai trir dudi dang khéng bién ddi qua nude tiéu.
D¢ thanh thai & thdn la 20 lit/gid hodc 330 ml/phut.
Amisulprid khong tich lily va dugc ddng hoc khéng
thay ddi sau khi udng liéu 13p lai. Rét it thubc bj thdm
tach.

Nhitng nhom bgnh nhin dic biét

Suy than: Thoi gian ban thai khong thay dbi U bénh
nhén suy thin trong khi d$ thanh thai toan phin giam
2,5 dén 3 lan. AUC ting gép ddi & bénh nhan suy thin
nhe va gin nhu gip 10 Ié.n & bénh nhan suy thén vira.
Khéng c6 dir ligu véi lléu trén 50 mg.

Ngudi cao tudi (> 65 tudi): Thoi gian ban thai, Cpa va
AUC ting tir 10% dén 30% sau khi ubng liéu 50 mg.
I(héng 6 dir liéu vé viéc dung lidu l3p lai.

CH] PINH PIEU TR]

Didu trj tdm than phan liét cdp tinh vi man tinh, v6i céc
triéu chimg duong (hoang tudng, 4o gidc, rbi loan suy
nghi...) va/hodc céc triéu chimg 4m (khong biéu 16 cam

xiic, thich séng cb 1p...), bao gom ca nhimg bénh nhén
c6 triéu chimg 4m chiém wu thé.

LIEU LUQNG VA CACH DUNG
Cich ding
Thudc dung dudng uéng. Ubng thudc truée khi in.

Liéu liegng
Diéu chinh lidu tiy theo ddp img timg bénh nhan. Nén

sir dung lidu thdp nhét c6 hiéu qua.

Nguoi lén:

Con loan thin cﬁp 400-800 mg/ngdy. Trong mdt sb
trudng hop, cé thé ting liéu 1én 1200 mg/ngdy. Lidu >
1200 mg/ngay chua duge danh gid vé tinh an toan.
Trudmg hop bénh nhén cé ca trigu chimg duong va 4m,
vu tién diéu chinh liéu dé kiém soat cic tridu chimg
duong.

Piéu tri duy tri: Sir dyng liu thip nhét c6 hidu qua tiy
theo ddp img ciia timg bénh nhén.

Trudng hop bénh nhén cé trigu chimg 4m chiém wu thé,
uéng lidu 50-300 mg/ngay.,

Véi lidu < 300 mg/ngdy, c6 thé udng 1 lan/ngay. Véi
lidu > 300 mg/ngdy, nén chia lam 2 lan.

Tré em (15-17 tudi):

Sir dung liéu gidng liéu ngudi 16n, dudi sy gidm sét cia
béc s¥.

Chéng chi dinh sir dung amisulprid & tré em chua day
thi.

Ngudi cao tudi:

Thén trong khi chi dinh amisulprid & ngudi cao tudi
(Xem muc Canh béo va than trong khi sir dung). C6 thé
cin giam lidu vi suy than.

Suy thdn:

- D thanh thai creatinin 30-60 ml/phut: Giam 1/2 liéu.
- D§ thanh thai creatinin 10-30 ml/phit: Uéng 1/3 lidu.

- Chua c6 dir ligu trén bénh nhan suy thin ning (do
thanh thai creatinin < 10 ml/phat), cin dic biét cdn than
v&i nhém bénh nhan nay.

Suy gan:

Do thudc it duge chuyén héa nén khéng cin giam lidu &
bénh nhén suy gan.

CHONG CHI PINH

- Chéng chi dinh & bénh nhan min cam véi bt ky thanh
phin no cua thudc.

- U phy thudc prolactin nhu u tuyén yén hoic ung thu
vi

- U té bao va crém

- Tré em trudce tudi ddy thi

- Phu nif cho con bu

- Ngudi dang diéu trj v6i levodopa

CANH BAO VA THAN TRONG KHI SU DUNG

- Hoi chimg an thén kinh éc tinh <6 thé xay ra, déc trung
boi ting thdn nhiét, cimg co, rbi loan hé than kinh ty
chu, thay ddi trang théi tdm thin, ting CPK (creatin
phosphokinase). Nén ngung thudc néu ting than nhiét,
dic biét khi sir dung liéu cao.

- Pd cb béo cdo truong hgp bénh nhan bi ting dudmg
huyét khi ding amisulprid. Do d6 cén theo dai dudng
huyét & nhimg bénh nhan da dugc chuin doén déi théo
dudng hoic c6 nguy co dai thio dudng khi bit diu didu
trj voi amisulprid.

- Do amisulprid dugc dao thai qua théin, néu bénh nhan
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bi suy than, nén giam liéu hodc khéng dung thudc lién
tuc.
- Amisulprid c6 thé lam giam ngudng co gidt. Néu
nguoi bénh cé tién sir dong kinh cén theo d&i chit ché
trong sudt qué trinh diéu tri.
- Thén trong khi chi dinh amisulprid & nguér: cao tudi do
c6 nguy co ha huyét p va an than. C6 thé cin giam liéu
vi suy than.
- Théan trong khi chi dinh amisulprid cho bénh nhan bj
Parkinson vi c6 thé lam bénh trim trong hon.
- Néu ngung dét ngét sau khi sir dung lidu cao thude
chéng loan thén, tuy hiém nhung c6 thé gip céc triéu
chu‘ng ngung thudc cép tinh nhu budn ndn, ndn, mit
ngi. Ngoai ra, c6 thé tai phat cac trigu chimg loan than
va xut hién céc rbi loan cir dong khéng tu chu (bdn
chdn dimg ngdi khong yén, loan truong lyc co, rdi loan
vén dong).
- Than trong khi chi dinh amisulprid cho bgnh nhan c6
bénh tim mach hoic cé tién sir gia dinh co khoang T
kéo dai. Nén tranh sir dung ddng thoi véi thudc an thin
kinh.
- Trong céc thir nghiém 14m sang ngiu nhién c6 déi
chung vGi gla dugc, thyuc hlén trén nhém bénh nh&n cao
tudi bi mét tri nhé duge diéu trj bing mdt sb thubc
chéng loan thin khéng dién hinh, nguy co xiy ra bién
¢d mach mau nio ting gép 3 1&n. Co ché cia sy gia ting
nady chua r3. Khong thé loai trir kha ning gia ting nguy
co ddt quy & cdc thubc chéng loan than khic hodc cic
nhém bénh nhdn khic. Thén trong khi chi dinh
amisulprid trén bénh nhén c6 yéu té nguy co dot quy.
- Nguy co tir vong gia ting & nhém bénh nhan cao tudi
bi mét tri nhé dugc diéu trj bing thudc chéng loan thén.
- Cén x4c dinh céc yéu té nguy co cta huyét khéi tinh
mach trudc va trong khi diéu trj voi amisulprid va thyc
hién cdc bién phap phong ngira.
- Amisulprid c6 thé lam tang néng dé prolactin. Theo
di chit ché trong suot qué trinh diéu trj néu bénh nhén
¢6 tién sir hodic c6 tién sir gia dinh bj ung thu va.
- bi co béo céo cac trudng hop giam bach cau, glam
bach cau trung tinh va mét bach ciu hat do thudc chéng
loan thén Néu bj nhiém trung khéng rd nguyen nhin
hoic sﬁt (c6 thé 1a diu hiéu cia chu'ng roi loan tao
mau), cn thye hién céc xét nghiém huyét hoc ngay.
- Nhirng bénh nhan khéng dung nap lactose, thiéu hut
Lapp lactase hogc kém hép thu glucose-galactose khong
nén udng thudc nay.
Trwong hgp cd thai
Axmsulprld khéng c6 ddc tinh sinh san trén dng vit.
Chua cé béo céo vé trudmg hop quai thai do thuée.
Thudc c6 thé 1am giam kha nang sinh san qua trung gian
prolactin. Dir li€u ldm sang vé tic dong cia amisulprid
trén phy nir mang thai con rat han ché. Do dé, chi sur
dung amisulprid cho phy nit mang thai khi loi ich 16m
hon nguy co. Phy nir ¢6 kha ning mang thai cin thyc
bign phzip tranh thai khi sir dung thudc ne\y

gﬂ u me st dung amisulprid trong 3 thang cudi thai ky,
tré c6 thé méc hdi chimg ngoai thap va/hoic triéu chimg
ngung thudc. PA cé bao cdo céc trudng hop tré kich
dong, ting hodc giam truong lyc co, run, budn ngu, suy
hé hép, biéng in. D6 d6, cin phai theo ddi cén than.
Trwong hop cho con bu

Chura r3 amisulprid c6 bai tiét vao sita me hay khéng.
Chéng chi dinh amisulprid & phu nir cho con bu.

Tdc dpng ciia Hméc khi lm Xxe va vin hanh mdy mdc
Amlsulpnd c6 thé gy budn ngu, lam gidm kha ning l4i
xe va vén hanh mdy méc.

TUONG TAC THUOC

- Chéng chi dinh phéi hop:

Levodopa d6i khang tic dong v6i thube chﬁng loan
than. Amisulprid c6 thé déi khéng tic dong véi thude
chu vén dopamm (bromocnptm ropinirol).

- Khéng nén phéi h

+ Amisulprid cé thé lérn ting tac dong cia rugu trén
thén kinh trung wong.

+ Céc thubc c6 thé gay loan nhjp: Cisaprid, thioridazin,
erythromycin va halofantrin.

-Luuy y khi phm hop:

+ Thubc trc ché thin kinh trung wong: céc thubc gy
nghién, thuéc mé, thudc giam dau, thudc khang
histamine H; c¢6 tic dung an thdn, barbiturat,
benzodiazepin va céc thudc giai lo 4u khac, clonidin va
céc thudc ciing nhém.

+ Thudc trj ting huyét 4p.

+ Thubc kéo dai khoang QT: Thuéc chéng loan nhip
nhém IA (quinidin, disopyramid), thuoc chéng loan
nhip nhém III (amiodaron, sotalol), mét sé thubc kha.ng
histamin, mefloquin, p1m0z1d haloperidol, thudc chéng
trAm cam 3 vong, céc thubc 1am chdm nhip hoic ha kali
méu (thudc chen beta, thubc chcn kénh canxi, digoxin,
guanfacm, thude loi tidu gy mét kali, lithi) va mét sé
thubc chdng loan thin khéc.

TAC DUNG KHONG MONG MUON

Rt thuong gdp, ADR > 1/10

Hé thédn kinh: Triéu chimg ngoai thép (run, cimg co,
giam chu‘c ning vén dfmg, ting tiét nudc bot, bdn chdn
dimg ngdi khong yén, rdi loan van dong). Cac triu
chimg nay thuong nhe khi dung lidu t&i wu va khoi khi
dung thubc chéng liét rung ma khoéng cdn ngung
amisulprid. Tin suit xdy ra céc triéu chimg ngoai thép
tlty thudc vao liéu ding, rit thip & bénh nhan c6 triéu
chimg dm chiém wu thé véi lidu 50-300 mg/ngay.
Thuong gap, 1/100 <ADR < 1/10 i .
- Hé thﬁn kinh: Budn ngu; loan truong luc co cip (veo cd,
xoay mit, cimg khit ham), cdc triu chimg nay s& khoi khi
ding thudc chéng liét rung ma khéng cdn ngung
amisulprid.

- Tam thdn: Mét ngy, lo 4u, kich djng, réi loan cuc
khodi.

- Hé tiéu héa: T4o bon, budn nén, ndn, khd miéng.

- H¢ néi tiét: Amisulprid 1am ting ndng d§ prolactin trong
huyét tchmg gdy chay sira, v6 kinh, vii to & nam gi6i, dau
nguc, rdi loan chirc ning cuong duong. Néng dd prolactin
s& tr& lai binh thudng sau khi ngung amisulprid.

- Hé tim mach: ha huyét 4p

Téng cin

It gdip, 1/1000 < ADR < 1/100

- Hé thin kmh Co giét, vén dong khong tu chu, cé nhip
diéu chi yéu & lugi véfhoac mit di dugce gl'u nhén, nhat
1a sau khi dung thuéc kéo dai. Thudc chéng liét rung
khoéng c6 hiéu qua hodic lam trdm trong hon cic triéu
chimng nay. )

- Chuyén héa: Ting dudng huyét
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- Hé tim mach: Nhip tim chim

- Gan: Ting enzym gan, chu yéu |a ting transaminase.

- Hé mién djch: Phan img dj img

M@t 56 tdc dung phu khdc khong ré tan sudt:

- Hé mau va bach huyét: Giam bach cdu, gidam bach ciu
trung tinh va mét bach clu hat.

- Chuyén héa: Ting triglycerid va ting cholesterol méu.

Tém than: La 14n

- Hé thin kinh: Héi chimg an than kinh 4c tinh

- Tim: Khoéng QT kéo dai va loan nhip thit nhu xoén
dinh, nhip that nhanh, c6 thé din dén rung thit hoic
ngung tim, djt tir.

- Mach méu: i c6 bdo cdo cdc trudng hop huyét khéi
tinh mach bao gdm ca thuyén téc dong mach phéi, huyét
khéi tinh mach siu va mét s6 trudmg hop tir vong khi
dung thudc chdng loan thén,

- Da: Phil mach, mé day.

- Phy nit mang thai: Triéu chimg ngung thudc & tré so
sinh.

Tua.cyc TRUONG
p TRUGNG PHONG

Gé ,/fi{ff)z.r/i- Huang

QUA LIEU VA CACH XU TRi

Cic dir liu vé trudmg hop qué lidu amisulprid con han
ché. P c6 béo cdo cic trudng hop ting cudng tic dong
duge Iy cia thudc nhu budn ngi, an thin, hén mé, ha
huyét dp va céc triéu chimg ngoai thép.

Di c6 mét s6 trudmg hop tir vong khi két hop véi thube
chéng loan thin khic. Trong trudmg hop ngd déc cép
tinh can tim hiéu xem c6 phéi hgp véi thudc nao khéc
hay khong.

Amisulprid dugc thim phén kém va khéng cé thudc giai
doc dic hiéu.

Cén c6 céc bién phép hd trg thich hop va theo dai cic
chirc ning séng nhu theo ddi dién tim dd (khoang QT)
cho dén khi bénh nhén hdi phyc.

Néu xay ra céc triéu chimg ngoai thip nghiém trong,
cin ding thudc e ché dbi giao cam.

Tp. H6 Chi Minh, ngdy 7 thing ¥
. Toéng Giam Péc
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