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R THUSC BAN THEO PON

T hwéng dén sir dung thude
Vién nén
GAYAX-50
Vién nén
GAYAX

Vién nén

GAYAX-400

Thudc bén theo don
Dé xa tAm tay tré em
Poc ki huéng dan sir dung truéce khi dung

Thong bdo ngay cho bac sy hodc dtrq'c sy nhirng tac dung khong mong mudn khi sir dung thudc
T thong tin san phdm ndy bao gom hwdng dén sir dung cho thudc cé nhiéu ham liegng khdc nhau.

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1.

Thanh phin
M&di vién nén GAYAX-50 chira:
ATABNIDTIE, 1 w5 wiwre s 1 s s 15 50 mg

Ta dugc: Cellactose 80, copovidon, BHA, natri starch glycolat, magnesi stearat.
Mbi vién nén GAYAX chua:

Amisulprid ..............oeell 200 mg

Ta dugc: Cellulose vi tinh theé, tinh bgt ngé, povidon, croscarmellose natri, natri
lauryl sulfat, magnesi stearat, silicon dioxyd.

MBbi vién nén GAYAX-400 chira:

AMASUIPIId s« vvcsvmnson s smnsmunss 400 mg

Ta duoc: Lactose monohydrat, tinh bgt ngo, povidon, croscarmellose natri, magnesi
stearat, silicon dioxyd, natri lauryl sulfat.

MG ta san phdm

GAYAX-50 : Vién nén tron mau tréng, mot mat cé dap logo ﬁ , mat kia c6 ddp gach
ngang.

GAYAX  :Vién nén dai, mau tring, hai mit tron.

GAYAX-400: Vién nén dai mau tring, mot mit c6 ddp logo ﬁ mét kia cé dap gach
ngang.

Quy cach déng géi

GAYAX-50 : Hop 10 vi x 10 vién.
GAYAX : Hop 4 vi x 7 vién
GAYAX-400 :Hop4 vix7vién.

Thuéc diang cho bénh gi?

San phdm GAYAX-50/ GAYAX/ GAYAX-400 chira thanh phan chinh ¢6 tic dung dugc ly
1a amisulprid, mdt chét thudc nhém thudc chdng loan than. Thubc dugc sir dung theo chi
dinh cua bac s§ dé diéu tri bénh tAm than phan liét.
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Bénh tAm thén phan liét lam ban cam thdy, nhin thdy hoic nghe thdy nhig thir khong c6
tht, c6 ¥ nghi so hai ky la, thay d6i hanh vi va 1am ban cam thdy c6 don. Pbi khi cling co
thé cam thdy cing thing, lo ling va trdm cam.

Amisulprid giup cai thién nhitng suy ngh1 cam giac va hanh vi bi rdi loan. Thudc dung tri
bénh tAm than phén liét ca khi vira méi bét ddu mac bénh va khi d4 bi trong thoi gian dai.

Nén ding thudc niay nhw thé nao va liéu lrgng?

Ludn dung thudc chinh x4c nhu huéng dan cta bac s§ hodc dugc s¥. Néu chua r3, hdy hoi
lai cho chac chén.

Liéu dung:

Liéu ding dugc bac sy chi dinh tiy thudc vao tinh trang bénh cua bénh nhan.

- Liéu thuong dung trong khoang 50 - 800 mg/ ngay.

- Bac s§ co the chi dinh lidu thip hon néu can thiét.

- Néu cin thiét bac sy c6 thé nang lidu str dung hang ngay 1én 1200 mg.

Céch dung:

Liéu dung tir 300 mg/ ngay trd xuong Ubng 1 1an vao clng 1 thoi diém trong ngay; liéu
dung trén 300 mg/ ngay: Chia lam 2 1an/ ngay mot nira vao budi sdng va mot nira vao budi
t6i.

Nguoi cao tuéi: Béc sy s& theo doi cén than do ban c6 thé bi giam huyét p hoic budn ngl
do thude.

Tré em: Khong nén sir dung thube cho tré em dudi 18 tudi (trude tudi ddy thi) trir khi c6
chi dinh cua bac sy.

Bénh nhan suy thén: Bac sy c6 thé s& chi dinh lidu thap hon.

Uong nguyén vién cung v6i nude, khong nhai vién. Ubng thuéc trude bira an. Néu cam
thay tac dong cua thudc qua manh hodc qua yéu, khong tu y thay dbi liéu, thong béo va hoi
y kién bac s§.

%A\
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Khi nao khong nén dung thudc nay?

Khong nén dung thudc nay néu ban:

- Di umg v6i amisulprid, hodc bat ky thanh phan nao cua ché phidm. D4u hiéu cta di ung
bao gom ngira, kh6 thd hodc kho khe, sung mét, mdi, ludi hodc hong.

- Mang thai, c6 thé s& mang thai hoic dang cho con bu.

- Ung thu v hogc ung thu phy thudc prolactin.
- Ung thu tuyén thugng than ;
- Dang sur dung levodopa (mot thuoc diéu tri Parkinson) ,
- Pugc chuén dodn ung thu tuyen yén. .
- Tré em dudi 18 tudi (trude tudi day thi).

Téc dung khong mong mudn

Nhu cac thude khac, amisulprid c6 thé gy tac dung khong mong mudn, nhung khong phai
ai cling gép phai.

Ngung dimg thudc va lién hé frung tdm y 1é }zan nhdt néu ban gdp cdc phdn ing sau:

- Hoi chimg an than 4c tinh (s6t cao, chay mo hdi, cimg co, nhip tim nhanh, thé nhanh, va
cam thdy 14 13n, budn ngu hoic kich dong).

- Nhip tim bt thuong (tim dap nhanh, dau nguc).

- Huyet khéi tic mach dic biét & chan (phu, dau va do6 & chén).

- D& bi nhiém tring hon do rdi loan vé mau (mat bach cau hat, giam bach cau)

- Phan mg di g (it gap), dAu hiéu nhan biét 1a: Ngua, nbi man, khé nuo;l;oac kho thé,

phlt mdi, mét, c6 hong hodc ludi.

- Co giat.

Cdc tdc dung khéng mong muén khdc

Rat thuomg gdp: Run, cimg co hodc co co, van dong chém, tang tiét nudc bot.
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10.

11.

12.

Thuong gdp: Vén dong co thé bt thuong khong kiém soat dugc, mat nguy, bdn chdn, lo
lang, rbi loan cuc khodi, tao bon, budn ndn, ndn, khd miéng, gdy ra tang tiét sita, v kinh,
vu to & nam, dau v, va rdi loan chirc nang cuong dwong, ha huyét 4p, tang can.

It gap: Téang duong huyét, nhip tim chim, ting men gan.

Chua ré tan sudt: Tang triglycerid va cholesterol mau, 1u 1n, hdi chung cai thudc & tré so
sinh.

Nén tranh dung nhirng thudc hodc thye phim gi khi dang si dung thudc nay?

Mbt sb thuoc c6 thé tuong tac voi amisulprid nén phai thong bdo cho bac s§ hodc dugc sy
ctia ban vé tat ca cac loai thubc ma ban dang sir dung, bao gbm ca céc thudc ké don hoic
khong ké don, céc vitamin hodc thudc tir dugc lidu.

Thudc khong dwoc diing chung véi amisulprid:

- Thudc chdng loan nhip nhém Ia nhu quinidin, disopyramid, procainamid.

- Thubc chdng loan nhip nhém III nhu amiodaron, sotalol.

- Céc thudc nhu bepridil, cisaprid, sultoprid, thioridazin, erythromycin tiém tinh mach,
vincamin tiém tinh mach, halofantrin, pentamidin, sparfloxacin.

- Levodopa

Thudc c6 twong tdc véi amisulprid. Thong bdo cho bdc sy néu ban dang udng cdc thudc
sau:

Céc thudc 1am ting nguy co gy xoédn dinh tim:

- Cac thudc lam cham nhip tim nhu thudc chen thu thé beta nhu sotalol, esmolol,
propranolol thudc chen kénh calci nhu diltiazem, verapamil, clonidin, guanfacin, digitalis.

- Céc thubc gay ha kali huyét: Thubc loi tidu lam ha kali huyét (hydroclorothiazid,
benzothiadiazid, clorothiazid, furosemid, sulfamid), thudc kich thich nhuén trang,
amphotericin B tiém tinh mach, glucocorticoid, tetracosatid.

- Céc thuoc an than kinh nhu pimozid, haloperidol, 1m1pram1n lithium.

- Céc thudc wc ché than kinh trung wong nhu thudc an than, thuéc mé, thude giam dau,
thudc khang histamin H; gy budn ngu, barbiturat, benzodiazepin va cac thudc chéng lo 4u
khac.

- Céc thudc ha huyét ap.

- Cac chit chu van dopamm (nhu levodopa).

Ubng amisulprid véi mot it nuée. Khong udng rugu bia khi ubng amisulprid.

Cin 1am gi khi mjt lan quén khéong dung thudc?

Néu ban quen khong dung 1 lidu, nén uong lidu d6 ngay khi c6 th8. Néu thoi diém nhé ra
da ngay gan thoi diém ding heu thuoc tiép theo, khong ding lidu d3 quén ma ding thubc
theo dung lich trinh cii. Khéng ubng gip do6i lidu.

Néu ban mudn nging thudc

Cén giam liéu dan dan theo huong dan cta bac s, khong ngung thube _dot ngot dé tranh
xdy ra tdc dung khong mong muon goi la “triéu chumg cai thu6c” bao gdm budn nén, nén
va mit ngu. Pong thoi khi ngung thudc dot ngdt ¢ thé gay tai phat triéu chimg tdm than,
cling cé thé xay ra cac van dong bat thuong khong kiém soét dugc.

Can bio quan thudc nay nhu thé nao?

Gift thudc trong bao bi gbc ciia nha san xudt, day kin.
Pé thudc noi kho rdo, tranh anh sang, nhiét do khong qua 30°C, va ngoai tam véi cla tré

em
Nhirng d4u hi¢u va tri¢u chirng khi ding thudc qus liéu g;‘/
Dung thubc chinh x4c nhu huong dén cua béc sj.

Khi dung qua lidu ban c6 thé bi cac tdc dong khong mong muén nhu: Budn ngu, hon mé,
ha huyét 4p va triéu chimg ngoai thap (run, co cimg, ri loan véan dong, tang tiét nuéc bot).
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13.

14.

15.

16.

C6 thé gdy ra tir vong dic biét khi sir dung qua lidu cing v6i nhitng thube chbng loan than
khac.

Cin phai lam gi khi ding thudc qui liéu khuyén cdo?

Ngung dung thudc va lién lac ngay v6i bac s§ hodc trung tam y té gin nhét.

Mang theo vién thudc cung véi bao bi d8 bac s§ biét ban d uéng thudc gi va co bién phap
xu ly kip thoi.

Nhiing diéu cin thin trong khi dung thudc nay

Truée khi dung thube nay, can thong bdo cho béac sy va luu y néu ban c6 nhimg van dé sau:
- Suy than

- Bénh Parkinson

- bong kinh

- Bénh tim hoic trong gia dinh c6 ngudi bi bénh tim.

- Bénh huyét khéi tic mach

- Tiéu duong

- Ha kali méu.

- Ngudi cao tudi, ngudi cao tudi bi suy giam tri nhé.

- Bénh ung thu vii hodc gia dinh c6 nguoi bi ung thu vi

- Giam bach ciu.

- Bi ung thu vii hodc trong gia dinh cé tién str bi ung thur va.

- C6 ndng dd prolactin trong huyét tuong cao.

Cdnh bdo lién quan dén td dwgc

GAYAX-400 c6 chura lactose, thong bao cho bac sy néu ban da timg dugc cho biét khong
dung nap véi bat cur loai dudng nao.

Ding thudc cho tré em

An toan va hiu qua cia amisulprid tir tudi ddy thi dén 18 tudi chua dugc nghién ciru. Dit
liéu vé viéc st dung amisulprid & tré vi thanh nién bi tim thin phén liét con it. Do dé,
khong khuyén cdo sir dung cho tré dudi 18 tudi (trudce tudi day thi).

Phu nir mang thai hodc cho con bu

Néu ban ¢6 thai hogc nghi rang minh dang mang thai, hoi y kién bac sy dé bac s§ trudc khi
str dung thudc. Khéng dung thudc khi dang mang thai trir khi c6 chi dinh cua béc sy.

Ngung cho con bu khi stir dung amisulprid.

Ldi xe va van hanh mdy moc

Amisulprid c6 anh huong nhe dén kha ning lai xe va sir dung mdy méc do c6 thé gy lo
mo va budn ngi. Do d6, khong nén l4i xe va van hanh may méc truéc khi chic chin khong
bi nhitg tac ddng nay.

Khi nio cin tham vén béc sy, dwge sj?

Néu can thém thong tin xin héi y kién béc s§ hodc duoc s§.

Han dung cuia thudc: 36 thang ké tir ngay san Xut.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1.

DUQC LUC HQC

Mai ATC: NOSALOS

Nhém du'qc ly: Thubc chbng loan than.

Co ché tac dung

Amisulprid ¢6 ai luc cao véi thu thé dopamm Do/ D3, khong ¢6 &i luc d6i véi D1, Ds va Ds.
Amisulprid cling khong c6 4i luc a6i voi thy thé serotonin, alpha-adrenergic, histamin Hi,
cholinergic. Amisulprid cling khong gén vao vi tri sigma.

Amisulprid chen thu thé Do/ Ds tién synap, gdy phong thich dopamin, ¢ hiéu qua d6i véi
céc triéu ching cua bénh tam than phén liét.

DUQC PONG HQC

Hap thu

0 ngudi, sau khi uéng 1 liéu 50 mg, amisulprid c6 hai dinh hép thu: Sau khi ubng 1 gior
(ndng 4 huyét tuong 14 39 + 3 ng/ mL), sau khi ubng 3 - 4 gio (ndng do huyét tuong 1a 54
+ 4 ng/ mL). Sinh kha dung tuyét d6i cua amisulphid khoang 48%.

Bita an giau carbohydrat (chira 68% chit 16ng) lam giam dang ké AUC, Tmax v& Crmax clia
amisulprid, nhung khong thdy c6 thay dbi nao sau bira in gidu chét béo. Chua rd anh
hudng trén 14m sang cia nhimmg thay ddi trén.

Phin bo

Thé tich phan b61a5,8 L/ kg, gan két thap véi protein huyét tuong (16%), tuong tac dugce
dong hoc do canh tranh gén két hdu nhu khong xay ra.

Chuyén héa

Amisulprid it bi chuyén héa, khoang 4% lidu dung dugc chuyén héa thanh cic chit khong
c6 hoat tinh. Amisulprid khong tich liiy va dugc dong hoc cua thudc khong ddi sau khi
udng lidu lap lai.

Thdi trir

Thoi gian ban thai khoang 12 gid. Thai trir qua nudc tidu chu yéu dudi dang khong bién dbi.

50% lidu tiém tinh mach thai trir qua nu6c tiéu, trong d6 90% thai trir trong 24 gid dau. o
thanh thai qua than la 20 L/ gio hay 330 ml/ phut.

Dugc dong hoc trén doi twong ddc bigt

Bénh nhdn suy gan

Vi thuéc it bi chuyén héa nén khong can thiét phai diéu chinh lidéu & bénh nhén suy gan.
Bénh nhdn suy thén

Thoi gian ban thai cua thudc khong thay ddi trén céc bénh nhan nay trong khi d9 thanh thai
toan phan giam 2,5 dén 3. Dién tich duéi dudng cong cia amisulprid & bénh nhan suy than
nhe ting khoang 2 lan va tang khoang 10 lan & bénh nhén suy than trung binh. Tuy nhién
kinh nghi¢m van con han ché va chua c6 dir liéu dbi voi liéu 16n hon 50 mg.

Amisulprid bj loai rét it boi thdm phan.

Nguoi cao tudi

Mot it dir liéu duge dong hoc trén ngudi cao tudi (> 65 tudi) cho thay Cmax, T12 va AUC
tang khoang 10 - 30% sau khi dung liéu 50 mg amisulprid dudng uong. Khong c6 dit liéu
d6i véi liéu lap lai.

CHi PINH

Am1sulpr1d duoc chi dinh dé didu tri bénh tim than phan liét cAp tinh va man tinh c6 cac
triéu chimg dwong tinh (vi du: Hoang tudng, do gidc, roi loan suy nghi) va/ hodc cd cac
triéu chimg am tinh (vi du: Rut khoi doi song xa hoi); bao gbm ca céc bénh nhén c6 tridu

chirg am tinh chiém wu thé. k/
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LIEU DUNG - CACH DUNG

Li¢u dung:

- Giai doan cdp tinh: 400 - 800 mg/ ngay. Trong mot s truomg hop c6 thé ting lidu Ién dén
1200 mg/ ngay. Lidu trén 1200 mg/ ngay khong nén sir dung vi chua dugc déanh gia vé tinh
an toan. Diéu chinh lidu ding theo dap img ctia bénh nhan.

- Duy tri lidu thap nhét c6 hiéu qua.

- DBbi véi cac bénh nhén c6 ca 2 loai triéu ching 4m tinh va duong tinh, nén diéu chinh liéu
d8 kiém soat tbi wu triéu ching duong tinh.

- Péi véi cac bénh nhan chi yéu la triéu chimg am tinh, nén dung lidu trong khoang 50 -
300 mg/ ngay.

Cich dung:

Liéu dung tur 300 mg/ ngay tr& xudng: ubng 1 1an/ ngay; liéu dung trén 300 mg/ ngay: chia
lam 2 1an/ ngay.

Nén sur dung 11eu thép nhét c6 higu qua.

Nguoi cao tuéi: DY an toan ctia amisulprid da dugc nghién ciru 6 mot sé ngudi cao tudi.
Amisulprid nén dugc sir dung thén trong do nguy co ha huyét 4 ap va an than

Tré em: An toan va hiéu qua cua amisulprid tur tudi day thi dén 18 tudi chua dugc nghién
ctru. Dit liéu vé viéc sir dung amisulprid & tré vi thanh nién bi tim than phéan liét con it. Do
do, khong khuyén cdo sir dung cho tré tir tudi ddy thi d¢én 18 tudi. Chéng chi dinh véi tré
dudi tudi déy thi.

Bénh nhdn suy thdn: Amisulprid dugc thai trir qua than. Bénh nhin c6 d¢ thanh thai
creatinin khoang 30 - 60 ml/ phut: Uong 1/2 lidu; bénh nhan c6 dd thanh thai creatinin
khoang 10 - 30 ml/ phaut: Ubng 1/3 liéu. Khéng khuyén céo sir dung d6i v6i bénh nhan c6
d6 thanh thai creatinin < 10 ml/ phut.

Bénh nhdn suy gan: Do thudc dugc chuyén héa qua gan it nén khong can thiét phai diéu
chinh liéu.

CHONG CHIi DINH

- Bénh nhan min cam véi bét ky thanh phan nao cua thude.
- U phu thudc prolactin nhu ung thu vu, ung thu tuyén yén.
- U tly thuong than.

- Tré em trudc tudi day thi.

- Phu nit cho con bu.

- Dung két hop véi levodopa.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Ciing nhu céc thudc an than kinh khac, hdi chimg than kinh 4c tinh (sbt cao, cimg co, 1éi
loan than kinh thuc vat, tang CPK,...) ¢6 thé xay ra. Khi bi s6t cao, dac biét la khi dung
liéu cao, phai ngung dung tAt ca cac loai thubc tAm than.

Téng dudng huyét da dugc ghi nhén & cac bénh nhin diéu tri v6i cac thube chdng loan than
khong dién hinh, bao gom ca amisulprid, do d6 bénh nhan dd duoc chin doan dai théo
duong hodc ¢ nguy co mac dai thdo duong khi bét dau diéu tri véi amisulprid nén theo di
chit ché duong huyét.

Amisulprid dugc thai trir qua thén, do dé cin diéu chinh liéu & bénh nhan suy than (xem
Liéu dung - cach dung).

Amisulprid lam ha thip ngudng dong kinh. Nén than trong véi bénh nhan c6 tién sir dong
kinh.

Nhu cac thudc an than khéac, nén dic biét thin trong & bénh nhén cao tudi do nguy co ha
huyét 4p va an than. C6 thé phai giam lidu do chirc ning than cua bénh nhén bi suy giam.
Chi sir dung amisulprid cho bénh nhan Parkinson khi that sy cin thiét, vi s& lam tinh trang
bénh Parkinson xau di.

Céc triéu chung cai thudc cép tinh bao gom budn ndn, ndn va mét ngi da dugc md ta sau
khi ngirng dot ngot lidu cao thudc an than. Viéc tai phat triéu chimg tim than ciing c6 thé
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Xay ra va xudt hién c4c rdi loan vin dong khong tu chu da dugc bao cdo. Do d6, khi mudn
ngung st dung, nén giam lidu dan dén, tranh ngung dot ngdt.

Kéo dai doan QT

Amisulprid 1am kéo dai doan QT, c6 nguy co géy loan nhip thit nang nhu xoén dinh néu
trrée d6 bénh nhan da bi chidm nhip tim (dudi 55 nhip/ phit), gidm kali huyét, doan QT
kéo dai bam sinh.

Tai bién mach mdu néo

Trong cac nghién ctru 1dm sang ngiu nhién so voi nhom placebo & nhém dan sd nguoi gia
bi suy giam tri nh¢ va dugc diéu tri vdi cac thude chéng loan thdn khong dién hinh, nguy
co bién cb mach mau ndo ting glp 3 1an va khong 16 co ché. Khong thé loai trir kha ning
nay co thé xay ra khi sir dung céc thudc chéng loan than khéac hodc & nhém dan s6 khac.
Nén st dung than trong amisulprid & bénh nhan c6 nguy co dot quy.

Ngwoi cao tudi suy giém tri nhé

Ngudi cao tudi suy giam tri nhé duge diéu tri voi thudc chéng loan thdn c6 nguy co tir
vong cao hon. Phan tich 17 thi nghiém placebo c6 Q6i chung (thoi gian 10 tudn), phin 16n
bénh nhén sir dung thuéc chéng loan than khong dién hinh, ti I¢ tir vong téng 1én cao gap
1,6 - 1,7 1an so véi nhém bénh nhén sir dung placebo. Trong thir nghiém 14m sang c6 doi
chung dién hinh 10 tuln, ti 1é tir vong & bénh nhan sir dung thudc 1a 4,5%, so véi 2,6% &
nhém sir dung placebo. Mic du co6 nhiéu nguyén nhén gdy tir vong trong nghién ctru lam
sang su dung thudc chdng loan than khong dién hinh, hiu hét nguyén nhan 1a do tim mach
(vi du nhu suy tim, dot tir) hodc nhiém trang (vi du nhu viém phdi). Nghién ctru cho thay
tuong tu nhu cac thudc chéng loan thin khong dién hinh, diéu tri véi thudc chéng loan than
thong thuong co6 thé 1am tang kha ning tir vong.

Huyét khéi tic mach

Mbt vii truong hop bi huyét khéi tic mach (VTE) da dugc bdo cdo & bénh nhén sir dung
thudc chéng loan thin. Vi bénh nhén dugc diéu tri thudc chéng loan than thudng méc phai
c4c yéu td nguy co cia VTE, nén xé4c dinh tAt ca cac yéu td nguy co VTE trudc, trong va
sau khi sir dung amisulprid.

Ung thu vu

Amisulprid lam tdng ndng d6 prolactin. Do do, can than trong & bénh nhan c6 tién st hoic
tién sir gia dinh bi ung thu vi.

U tuyén yén lanh tinh

Amisulprid c6 thé lam ting ndng do prolactin. Céc truong hop u tuyén yén lanh tinh nhu u
tiét prolactin dd dugc quan sat thay trong thoi gian diéu tri bang amisulprid. Trong trudong
hop ndng do prolactin rit cao hodic ¢6 cac ddu hiéu lam sang cua khdi u tuyén yén (nhu
giam thi lyc va nhirc d4u), nén thuc hién chyp anh tuyén yén. Néu chin doan c6 khéi u &
tuyén yén, phai ngimg diéu tri bing amisulprid.

Gidm té bao mdu:

Giam bach cdu, giam bach cAu trung tinh va gidm bach ciu hat d& dugc ghi nhan véi céc
thubc chbng loan thin, bao gém ca amisulprid. Nhiém trung hay sbt khong giai thich dugc
c6 thé 1a bang chimg cho thay thubc anh hudng dén mau, va can thiét phai xét nghiém mau
ngay.

Cinh bdo lién quan dén td dugc

GAYAX-400 c6 chira lactose monohydrat, bénh nhan bi bénh di truyén hiém gip kém
dung nap galactose, thiéu hut Lapp lactase hoac rbi loan hip thu glucose - galactose khong
nén str dung.

Dé xa tim tay tré em.

St dung cho phu nir c6 thai va cho con bi:

Thoi ky mang thai

O dong vat, amisulprid khong cho thdy doc tinh dén sinh san. Da quan sat théy giam kha
nang sinh san (lién quan dén tac dung duoc ly gy ting tiét prolactin cua thudc). Khong
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thiy tac dung gay quai thai cua amisulprid.

Dit liéu 14m sang sir dung thubc cho phu nit ¢6 thai con han ché. Do d6, an toan trén phu nit
mang thai chua dugc thiét lap Khong khuyén cdo sir dung thudc trong thoi gian mang thai
trir khi lgi ich vugt trdi so vdi nguy co.

Phu nit c6 kha nang mang thai nén trao dbdi voi bac sT vé bién phap ngira thai hiéu qua trudce
khi sir dung thudc.

Tré so sinh phoi nhiém véi thubc chéng loan thn (bao gdm amisulprid) trong 3 thang cudi
thai ky c6 nguy co bi tdc dung phu bao gdm triéu chimg ngoai thap va/ hogc tri¢u ching cai
thudc véi cac mirc d9 ning nhe va thoi gian khac nhau. Da c6 béo céo céc tri¢u chung nhu
kich dong, co cimg, giam truong lyc, run, lo mo, suy ho hip hoic ri loan an. Do d6, tré so
sinh cin phai dugc theo doi can thén.

Thoi ky cho con bu
Khong rd amisulprid cé bai tiét qua sira hay khong, chéng chi dinh cho phu nir dang cho
con bu.

Anh huong ciia thudc dbi véi cong vige (ngudi vin hanh mdy moéc, dang ldi tau xe, nguoi
lam vigc trén cao va cac truong hop khéc):

Thém chi khi sir dung liéu nhu khuyén cdo amisulprid van c6 thé gay ra tinh trang budn
ngy, lo mo, anh hudng dén kha nang l4i xe va van hanh may méc. Nén than trong.

TUGONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC
Chong chi dinh phoz hop véi cdc logi thudc sau ddy:

- Levodopa: Su d6i khang tac dung cta levodopa va cac thudc an thin. Amisulprid c6 thé N
d6i khang tac dung cua céc thubc chu van dopamin (vi du: Bromocriptin, ropinirol). i
Khong khuyén cdo phoi hop: 1
Amisulprid lam tdng tac dung trén than kinh trung wong cta d6 ubng c6 con. /
Nén cdn nhdc khi phoi hop: S
A

- Cac thuéc tc ché than kinh trung uong nhu thudc an thin, thubc mé, thubc giam dau,
thudc khang histamin HI1 gay budn ngt, barbiturat, benzodiazepin va cac thudc chdng lo 4u
khac, clonidin va din xut.

- Céc thudc ha huyét 4p.

- Cén trong khi str dung chung levodopa véi cac thube kéo dai khoang QT bao gdm: Thudc
chéng loan nhip nhém Ia (quinidin, disopyramid), thuoc chong loan nhip nhom III
(amiodaron, sotalol), mot s6 thudc khang histamin, mot sé thubc chéng loan than khac va ;
thudc khang st rét (mefloquin). :

TAC DUNG KHONG MONG MUON

Rat thuong gdp (ADR >1/10)

Than kinh: Céc triéu chimg ngoai thap c6 thé xay ra: Run, co cimg, rdi loan van dong, tang
tiét nudc bot. Cac triéu chimg ndy thuong nhe khi sir dung lidu t6i wu va phuc h01 mot phin
ma khong can ngung amisulprid khi sir dung thuoc diéu tri Parkinson. Tan suat méc cac
triéu chimg ngoai théap phu thudc vao lidu, tAn suit thdp & bénh nhan chu yéu c6 triéu
chimg am tinh sir dung lidu 50 - 300 mg/ ngay.

Thuong gap (1/100 < ADR <1/10)

Thén kinh: Réi loan van dong than kinh cAp tinh (veo c¢b co giat, con xoay mit, cling ham)
c6 thé xuét hién (céc triéu chimg ndy thuong nhe khi sir dung lidu tdi wu va s& phuc hoi mot
phan ma khdng cén ngung am1sulpr1d khi st dung thudc diéu tri Parkinson), lo mo.

Réi loan tam than: Mét ngu, bdn chdn, lo ling, ri loan cyc khoai. }‘/
Réi loan tiéu hoa: Tao bon, budn nén, non, kho6 miéng.

Réi loan ndi tiét: Amisulprid lam tang ndng do prolactin c6 thé Phuc hdi sau khi ngung
thudc, gdy ra ting tiét sira, vo kinh, nit hoa tuyén vu, dau v, va roi loan chirc ning cuong
duong.
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10.
11.

12.

Réi loan tim mach: Ha huyét ép.

Két qua xét nghiém: Tang cén.

It gap (1/1.000 < ADR <1/100)

Thén kinh: Roi loan van dong mudn dic trung bdi van dong khong tu chu nhip nhe‘mg chu
yeu & ludi va/ hodc mat dd duge bdo céo, thong thuong sau khi sir dung thoi gian dai
(thuoc diéu tri Parkinson khong c6 hiéu qua hodc c6 thé 1am triéu chimg nang hon), co giat.
R01 loan chuyén héa va dinh dudng: tang dudng huyét.

R&i loan tim mach: Cham nhip tim.

Ket qua xét nghlem Tang enzym gan, chu yéu 14 transferase.

Réi loan hé mién dich: Phan img qué mén.

Khong ro tdn sudt

Réi loan huyet hoc: Giam bach cdu, giam bach cdu trung tinh, giam bach cau hat.

R&i loan chuyén hoa va dinh dudng: Tang triglycerid va cholesterol mau.

Réi loan tim than: Lu 1dn

R&i loan than kinh: Hoi chimg an than 4c tinh c6 kha néng gy tir vong.

R&i loan tim mach: Kéo dai khoang QT va loan nhip that nhu loan nhip tim, nhanh thét, co
thd din dén rung that hoic ngimg tim, dot ti, huyet khdi tdc manh, bao gdm thuyén tic
phdi, d6i khi gdy tir vong va truong hop huyét khdi tinh mach sau da dugc béo céo khi st
dung thuéc chéng loan than.

Da va m6 duéi da: Phu mach, may day.

Mang thai, sau sinh con va céc thang cudi thai ki: Hoi chimg cai thubc & tré so sinh.

Thong bao cho thdy thudc cac tic dung khong mong muon gdp phai khi sir dung thubc.

QUA LIEU VA CACH XU TRi
Triéu chimg qua lidu: Budn ngu, hon mé, ha huyét &p va triéu chimg ngoai thap. Cac

truong hop tir vong thuong dugce bao céo khi sir dung ddng thoi véi cac thudc chéng loan .

than khéc.
Trong trudng hop qué liéu cp tinh, nén xem xét &n kha ning sir dung nhiéu thudc clng
lac.

Loc mau khong hiéu qua dbi véi qua liéu amisulprid. Khong c6 thubc giai doc dac hiéu.

Theo d&i bénh nhan va c6 bién phéap nang d& thé trang phu hop. Néu ¢6 tridu chimg ngoai
thdp néng, nén dung cac thudc khéng cholinergic. Theo d&i dién tim dd do nguy co kéo dai
khoang QT cho dén kh1 bénh nhan h01 phuc

San xudt tai:

Ed DAVIPHARM \
CONG TY CO PHAN DUQC PHAM DAT VI PHIR:

(DAVIPHARM)

L6 M7A, Pudng D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cét,
Tinh Binh Duong, Viét Nam. 1'UQ. CUC TRUONG

Tel: 0274.3567.687  Fax: 0274.3567.688 TRLO\S PHONG
NGAY XEM XET SUA POI, CAP NHAT LAI N&J SHPONG B{fd%l?fﬁr‘vpc
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