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Refer to the package insert for use instructions

STORAGE: In dry place, protected from light,
below 30°C
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T0 thong tin san pham nay bao gom huéng dan sit dung cho thuéc cé nhiéu ham lugng khdc
nhau.

THANH PHAN:

MJi vién nén SULLIVAN chifa:

Amisulprid .........cc..... 100 mg

Téd dugc: Cellulose vi tinh thé, tinh bot ngd, povidon, croscarmellose natri, natri lauryl sulfat,
talc, magnesi stearat, silicon dioxyd.

MJdi vién nén SULLIVAN-400 chia:

Amisulprid ........cc.... 400 mg

Td dugc: Lactose monohydrat, tinh bét, povidon, croscarmellose natri, magnesi stearat, silicon
dioxyd, natri lauryl sulfat.

Dang bao ché&: Vién nén. Sy
A A A 2 N N < A o 2 A /] = . < A
M6 ta san pham: Vién nén dai mau tring, mot mit ¢é dap logo ”j, mat kia c¢6 dép gach

ngang.

Quy cach dong goi: SULLIVAN : Hop 4 vi x 7 vién.
Hop 6 vi x 10 vién.
SULLIVAN-400: Hop 4 vi x 7 vién.

PAC TINH DUGC LUC HOC:

Tén chung qudc t€: Amisulpride.

Nhém dudc 1y: Thudc chdng loan than. MAATC: NOSALOS.

Amisulprid ¢6 4i lyc cao vdi thu thé dopamin Do/ Ds, khdng ¢6 4i luc d6i véi D, D4 va Ds.
Amisulprid cing khong ¢6 di lgc d6i v6i thu thé serotonin, alpha-adrenergic, histamin Hi,
cholinergic. Amisulprid cling khong gin vao vi tri sigma.

Amisulprid chen thy th€ Do/ Ds tién synap, gdy phéng thich dopamin, ¢6 hiéu qua doi véi cdc
triéu chitng cda bénh tdm than phan liét.

PAC TINH DUGC PONG HOC:

- Sau khi udng 1 liéu 50 mg, amisulprid c¢6 hai dinh hap thu: sau khi udng 1 gid (ndng do
huyét tuong 1a 39 + 3 ng/ ml), sau khi uéng 3 - 4 gid (ndng d6 huyét tuong 1a 54 + 4 ng/ ml).

- Thé tich phan b& 1a 5,8 L/ kg, gin két thidp vdi protein huyét tuong (16%).

- Sinh khd dung tuyét doi 1a 48%. Khodng 4% liéu dung dugc chuyén héa thanh cdc chat
khong c6 hoat tinh. Thdi gian bdn thdi khodng 12 gid.

- Thai trit chd y&u ra nudc ti€u & dang khong bién ddi.

w
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CHI PINH:

Amisulprid dugc chi dinh d€ diéu tri bénh tAm than phan liét cap tinh va man tinh ¢6 cédc
triu chiing duong tinh (vi du: hoang tudng, do gidc, r6i loan suy nghi) va/ hodc cé céc triéu
ching 4m tinh (vi du: rit khéi doi song xa hoi).

LIEU DUNG - CACH DUNG:

Giai doan cp tinh: 400 - 800 mg/ ngay. Trong mot s8 trudng hdp ¢6 thé ting lidu lén dén
1200 mg/ ngay. Biéu chinh liéu diing theo ddp ng clia bénh nhan.

Duy tri liéu thdp nha't ¢6 hiéu qua.

DGi v6i cdc bénh nhan ¢6 ¢ 2 loai triéu chitng 4m tinh va dudng tinh, nén diéu chinh lidu
d€ ki€ém so4t t8i wu triéu chitng duong tinh.

Doi vdi cdc bénh nhan chd y&u 1a triéu ching Am tinh, nén ding liéu trong khodng 50 -
300 mg/ ngay.

Cdch dung: lieu ding tf 300 mg/ ngay trd xudng: udng 1 1an/ ngay; lidu ding trén 300 mg/
ngay: chia lam 2 1an/ ngay.

Nén st dung li€u thap nhat ¢6 hiéu qud.

Ngudi cao tudi: PO an toan clia amisulprid da duge nghién ciu & mot s8 ngudi cao tudi.
Amisulprid nén dugc st dung than trong do nguy co ha huyé&t d4p va an than.

Tré em: An toan va hiéu qué cda amisulprid tir tudi ddy thi d&€n 18 tudi chua dugc nghiép
ctfu. DT ligu vé viéc stt dung amisulprid & tré vi thanh nién bi tAm than phén liét con it. D
do, khong khuyén cdo st dung cho tré tir tudi day thi dén 18 tu6i; chong chi dinh st dung

cho tré em trudce tdi ddy thi do chua ¢ dit lidu vé an toan va va hiéu qua cho nhém tudi nay,. .

Suy thdn: Amisulprid dugc thdi trit qua thdn. Bénh nhin c¢6 do thanh thai creatinin kho3 g
30 - 60 ml/ phut: udng 1/2 liéu; bénh nhin c¢6 do thanh thai creatinin khodng 10 - 30 ml/
phiit: uéng 1/3 liéu.

Suy gan: Do thudc dugc chuyén héa qua gan it nén khong cin thiét phai didu chinh lidu.

CHONG CHI PINH:

Bénh nhdn min cdm véi bat ky thanh phdn nao cia thudec.

U phu thudc prolactin nhu ung thu v, u prolactin tuyén yén.

U t€ bao wa crom.

Tré em dudi 15 tudi (trude tudi day thi).

Phu nir ¢6 thai, phu nit cho con bu.

Khong phoi hgp véi cdc thude sau vi ¢6 thé gdy xodn dinh tim: quinidin, disopyramid,
procainamid, amiodaron, sotalol, bepridil, cisaprid, sultoprid, thioridazin, erythromycin
ti€m tinh mach, vincamin tiém tinh mach, halofantrin, pentamidin, sparfloxacin, lerdopa.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Cling nhu cdc thuGe an than kinh khdc, hoi ching than kinh 4dc tinh (st cao, cing cd, roi
loan than kinh thyc vat, ting CPK,..) ¢6 thé xdy ra. Khi bj s6t cao, dic biét 1 khi dung lidu
cao, phdi ngung dung tat cd cdc loai thudc tAm than.

Ting dudng huyét da dugc ghi nhin & cdc bénh nhan diéu tri vdi cdc thudc chdng loan
than khong di€n hinh, bao gdm cd amisulprid, do d6 bénh nhan di dugc chdn dodn d4i
thdo dudng hodc c6 nguy cd mic ddi thdo dudng khi bit ddu diéu tri v6i amisulprid nén
theo doi chit ché dudng huyét.
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Amisulprid dugc thdi trir qua than, do d6 can diéu chinh liéu & bénh nhin suy thin (xem
Liéu dung - cich dung).

Amisulprid 1am ha thdp ngudng dong kinh. Nén than trong véi bénh nhan c6 tién st dong
kinh.

Nhu céc thude an than khdc, nén dic biét than trong & bénh nhan cao tudi do nguy cd ha
huy&t d4p va an than. C6 thé phdi gidm liéu do chic ning than ctia bénh nhan bi suy gidm.
Chi st dung amisulprid cho bénh nhan Parkinson khi thit su cin thiét, vi ¢6 thé 1am tinh
trang bénh Parkinson xau di.

Céc triéu ching cai thudc cap tinh bao gdm budn non, n6én va mat ngd di duge mo ta sau
khi ngiing dot ngot li€u cao thudc an thin. Viéc tdi phdt triéu chifng tim thin ciing c6 thé
xdy ra va xuat hién cdc r6i loan vin dong khong tu chi di dugc bdo cdo. Do d6, khi mudn
ngung st dung, nén gidm li€u dan din, trdnh ngung dot ngot.

Amisulprid lam kéo dai khodng QT, ¢ nguy ¢d gy loan nhip thdt ning nhu xoin dinh néu
truéc d6 bénh nhan da bi chdm nhip tim (dudi 55 nhip/ phut), gidm kali huyét, khodng QT
kéo dai bdm sinh.

Trong cdc nghién ctu lam sang ngdu nhién so véi nhém placebo & nhém din s& ngudi gia
bi suy gidm trf nhd va dudc diéu tri v6i cdc thudce chdng loan thin khong dién hinh, nguy
cd bi€n ¢8 mach mdu ndo ting gdp 3 1an va khong rd cd ch&. Khong thé loai trir khd ning
nay c6 thé xdy ra khi stt dung cdc thudc chéng loan than khdc hoic & nhém dan s& khéc.
Nén sif dung thdn trong amisulprid § bénh nhan ¢ nguy cd dot quy.

Nguti gia suy gidm tri nhd: ngudi gid suy gidm tri nhé dude diéu tri v6i thude chong loan
thdn c6 nguy cd tf vong cao hon. Phén tich 17 thit nghiém placebo c6 d6i ching (thdi gian
10 tuan), phan 16n bénh nhén sit dung thudc chdng loan thin khong dién hinh, tf 1é t& vong
ting 1én cao gdp 1,6 - 1,7 lan so v6i nhém bénh nhin sit dung placebo. Trong thi nghiém
lam sang c6 doi chitng di€n hinh 10 tuan, t 1& tf vong & bénh nhan st dung thudc 1a 4,5%,
s0 v6i 2,6% G nhém st dung placebo. Mic du ¢6 nhiéu nguyén nhdn giy tif vong trong
nghién ctu 1Am sang st dung thudc chéng loan than khéng dién hinh, hau hét nguyén
nhan 1a do tim mach (vi du nhu suy tim, dot t&) hodc nhiém trang (vi du nhu viém phdi).
Nghién cttu cho thdy tuong tu nhu cdc thudc chéng loan thin khong dién hinh, diéu tri véi
thudc chong loan than thong thudng c¢6 thé 1am ting khd ning ti vong.

Huy€t khoi tic mach: mot vai trudng hgp bi huyét khdi tic mach (VTE) di dugce bdo cdo &
bénh nhin st dung thudc chéng loan thin. Vi bénh nhin dugc diéu tri thudc chéng loan
than thudng mic phai cdc yé&u td nguy co clia VTE, nén xdc dinh tdt ¢4 cdc y&u td nguy cd
VTE trudc, trong va sau khi st dung amisulprid.

Ung thu vd: amisulprid 1am ting nong dd prolactin. Do d6, cin thin trong & bénh nhin ¢
tién st hodc tién st gia dinh bi ung thu vd.

Gidm t€ bao mdu: gidm bach ciu, gidm bach cau trung tinh va gidm bach cdu hat di dugc
ghi nhdn vdi cdc thude chong loan than, bao gom c4 amisulprid. Nhiém triing hay sot
khong gidi thich dugc c6 thé 1a bing ching cho thiy thudc dnh hudng dén mdu, va can
thi€t phdi xét nghiém mdu ngay.

Sullivan-400 ¢6 chita lactose, bénh nhan bi rdi loan dung nap galactose, thi€u hut men
Lapp-lactase hodc rdi loan chuyén héa glucose-galactose khong nén sit dung.

Pé xa tim tay tré em.

St dung cho phu ni¥ ¢6 thai va cho con bu:
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Thoi ky mang thai

G dong vat, amisulprid khong cho thdy doc tinh dén sinh sin. Pa quan sat thdy gidm kha
nang sinh sdn (lién quan dén tdc dung dugc 1y gy ting ti€t prolactin ctia thudc). Khong thay
tdc dung gay qudi thai clia amisulprid.

Dir liéu lam sang st dung thudc cho phu nif ¢6 thai con han ché. Do dé, an todn trén phu nir
mang thai chua dugc thiét 1ap.

Khong khuyén cdo stt dung thudc trong thdi gian mang thai trir khi 1gi ich vugt trdi so vdi
nguy ca.

Phu ni ¢6 khd ning mang thai nén trao ddi v6i bdc si vé bién phdp ngira thai hiéu qué trudc
khi st dung thudec.

Tré sd sinh phdi nhi€ém vdi thudc chdng loan than (bao gdm amisulprid) trong 3 thdng cudi
thai ky ¢6 nguy co bi tic dung phu bao gom triéu chiing ngoai thap va/ hoic triéu ching cai
thudc véi cdc mic do ning nhe va thdi gian khdc nhau. P4 c¢6 bdo cdo cdc tridu ching nhu
kich dong, co ciing, gidm truong luc, run, 16 md, suy ho hap hoic r6i loan in. Do d6, tré so
sinh can phai dugc theo ddi cdn than.

Thoi ky cho con bui

Khong r6 amisulprid c6 bai ti€t qua sita hay khong, chdng chi dinh cho phu nit dang cho con
bu.

Anh huéng ctia thudc déi vdi cong viec (ngudi van hanh mdy méc, dang ldi thu xe, ngudi
lam vié€c trén cao va cdc trudng hgp khdc):

Thdm chi khi st dung liéu nhu khuy€n cdo amisulprid vin c6 thé gay ra tinh trang budn ngd,
10 md, 4nh hudng d€n khd ning l4i xe va van hanh mdy méc. Nén than trong.

TUONG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUGNG TAC

KHAC:

Chdng chi dinh phdi hgp véi cdc loai thubc sau day:

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

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

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

- Levodopa.

Khéng nén phéi hop:

Amisulprid lam ting tdc dung cda rugu trén than kinh trung uong.

Cdn thdn trong khi phdi hop:

Céc thu6c lam ting nguy cd giy xodn dinh tim:

- Cdc thudc 1am cham nhip tim nhu thudc chen thu thé beta, thudc chen kénh calci nhu
diltiazem, verapamil, clonidin, guanfacin, digitalis.

- Cdc thudc gay ha kali huy€t: thude 1oi ti€u lam ha kali huyét, thudc kich thich nhuén trang,
amphotericin B ti€m tinh mach, glucocorticoid, tetracosatid.

- Cdc thudc an than kinh nhu pimozid, haloperidol, imipramin, lithium.

Nén can nhdc khi phdi hop:

- Céc thudc tc ch& thin kinh trung uong nhu thudc an thin, thudc mé, thudc gidm dau, thudc
khdng histamin H; gdy budn ng, barbiturat, benzodiazepin va cdc thudc chéng lo au khdc.

- Cdc thuGc chdng ting huy&t dp hodc cdc thudc c6 tac dung gy ha huyét dp.
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- Cdc chat chd vin dopamin (nhu levodopa): vi lam gidm tdc dung ctia amisulprid.

TAC DUNG KHONG MONG MUON:

Than kinh

Rdt thuomg gdp, ADR = 1/10: Céc triéu ching ngoai thdp c6 thé x3y ra: run, co ctng, roi
loan vin dong, ting ti€t nudc bot. C4c triéu ching nay thudng nhe khi st dung liéu t61 vu va
phuc hoi mot phan ma khong can ngung amisulprid khi sit dung thudc diéu tri Parkinson. Tan
sudt mic cdc triéu ching ngoai thdp phu thudc vao liéu, tin suat thdp & bénh nhan chi y&u
¢6 triéu ching Am tinh st dung liéu 50 - 300 mg/ ngay.

Thuong gap, 1/100 < ADR < 1/10: R6i loan van dong than kinh cap tinh (veo ¢8 co giit, con
xoay mit, ciing ham) ¢6 thé xudt hién (cdc triéu chiing nay thudng nhe khi s dung liu t5i
vu va s& phuc hdi mot phin ma khong cin ngung amisulprid khi st dung thudc diéu tri
Parkinson), 16 md.

It gap, 1/1000 < ADR < 1/100: R&i loan van dong mudn ddc trung bdi vin dong khong tu
chii nhip nhang chi y&€u § 1udi va/ hodc mit da dugc bdo cdo, thong thudng sau khi sit dung
thoi gian dai (thudc diéu tri Parkinson khéng ¢6 hiéu qud hodc c6 thé 1am triéu ching ning
hon), co giat.

Réiloan tAm than

Thuong gdp, 1/100 < ADR < 1/10: mit ngd, bon chdn, lo ling, rdi loan cuc khodi.

Réi loan tiéu héa

Thuong gdap, 1/100 < ADR < 1/10: tdo bén, budn non, non, khé miéng.

Ro1i loan noi tié't

Thuong gap, 1/100 < ADR < 1/10: amisulprid 1am ting ndng do prolactin ¢6 thé phuc hdi sau
khi ngung thude, gy ra ting ti€t sita, vo kinh, nit héa tuyén vi, dau vd, va roi loan chic
nang cudng dudng.

R&i loan chuyén héa va dinh dudng

It gap, 1/1000 < ADR < 1/100: ting dudng huyét.

R&i loan tim mach

Thuong gap, 1/100 < ADR < 1/10: ha huyét 4p.

It gap, 1/1000 < ADR < 1/100: cham nhip tim.

K&t qua xét nghiém

Thuong gdp, 1/100 < ADR < 1/10: ting cin

It gap, 1/1000 < ADR < 1/100: tdng enzym gan, chii yéu la transferase.

R&i loan hé mién dich

It gap, 1/1000 < ADR < 1/100: phin tng qud mAn.

R4i loan huyét hoc

Khéong ro: gidm bach cau, gidm bach ciu trung tinh, gidm bach cdu hat.

R&i loan chuyén héa va dinh dugng

Khong ro: ting triglycerid va cholesterol mau.

Ro6iloan tim than

Khéng ré: 14 1an.

R&i loan than kinh

Khéng ro: Hoi ching an than 4c tinh ¢6 khd ning giy ti vong.

R&i loan tim
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Khong ro: kéo dai khodng QT va loan nhip thdt nhu loan nhip tim, nhanh that, ¢6 thé din
dén rung that hodc ngimg tim, dot td.

R4&i loan mach

Khong ro: trudng hdp huyét khdi tic manh, bao gdm thuyén tic phdi, doi khi gay tir vong va
trudng hgp huy&t khdi tinh mach sdu da dugc bdo cdo khi st dung thudc chong loan than.

Rdi loan da va mé dudi da

Khong ré: phtt mach, may day.

Mang thai, sau sinh con va cdc thang cudi thai ki

Khéng ro: hoi ching cai thudc & tré so sinh.

Thong bdo cho thdy thudc cdc tdc dung khong mong mudn gap phdi khi sit dung thudc.

QUA LIEU VA CACH XU TRI:

- Triéu ching qud li€u: Budn ngd, hon mé, ha huyét d4p va tricu ching ngoai thdp. Cdc
trudng hop i vong thudng dude bdo cdo khi st dung ddng thdi vdi cdc thudc chdng loan
than khéc.

- Trong trudng hdp qud lidu cap tinh, nén xem xét d&n kha ning st dung nhidu thudc cung
lic.

- Loc mdu khong hiéu qud doi véi qud liéu amisulprid. Khong c6 thudc gidi doc dic hiéu.
Theo d6i bénh nhan va c¢6 bién phdp ning d3 thé trang phu hogp. N€u ¢6 triéu chitng ngoai
thdp ndng, nén dung cdc thude khdng cholinergic. Theo doi dién tdm d6 do nguy co kéo
dai khodng QT cho dén khi bénh nhan hdi phuc.

biéu kién bdo quan: Noi kho rdo, tranh 4nh sdng, nhi€t d0 khong qud 30°C.

—

Han dung ciia thud'c: 36 thang ké tir ngay san xuat.

San xuA't tai:

CTY TNHH DUGC PHAM PAT VI PHU
(DAVI PHARM CO., LTD.)

L6 M7A, Pudng D17, Khu CN M§ Phudc 1, Phuding Théi Hoa, Thi xi B&n Cat, Tinh Binh
Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét sita doi, cap nhit lai noi dung hug 1g°dAn stisdung thud'c:

N /

st 13X IS alale
PHO GIAM DOC

S Mguyéin Yuin Fheimg
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SULLIVAN

DPoc k§j hu’é’ng ‘dﬁ.n_;s—li‘dung trude khi dung. D€ xa tim tay tré em.
Thong bdo ngay cho bac s§ hodc dudc s§ nhitng tdc dung khong mong mudn gip phai khi
stt dung thuGc. Thudce ndy chi dung theo don ctlia béc s§.

To théng tin san phdm nay bao gom hudng dén sit dung cho thuéc cé nhidu ham luong khdc
nhau.

THANH PHAN:
Moi vién nén SULLIVAN chita:
Amisulprid ........cou.... 100 mg

Té dudc: Cellulose vi tinh thé, tinh bjt ngd, povidon, croscarmellose natri, natri lauryl sulfat,
talc, magnesi stearat, silicon dioxyd.

M&i vién nén SULLIVAN-400 chia:

Amisulprid ................ 400 mg

Ta dudc: Lactose monohydrat, tinh bjt, povidon, croscarmellose natri, magnesi stearat, silicon
dioxyd, natri lauryl sulfat.

Mo ta sdn pham: Vién nén dai mau tring, mot mit ¢6 dap logo (@/7/5 mit kia ¢6 dap gach
ngang.
Quy cach déng géi: SULLIVAN : Hop 4 vi x 7 vién.
Hop 6 vi x 10 vién.
SULLIVAN-400: Hop 4 vi x 7 vién.

Thudc dung cho bénh gi?

Sén phdm SULLIVAN chifa thanh phan chinh c6 tic dung dugc 1y 1a amisulprid, mot chat
thuéc nhém thudc chdng loan than. Thudc duge st dung theo chi dinh ctia bdc sy d€ diéu tri
bénh tim than phan liét.

Bénh tdm thin phén liét 1am ban cdm thdy, nhin thdy hoic nghe thdy nhitng tht khong ¢6
tht, c6 ¥ nghi sg hdi ky la, thay d6i hanh vi, va 1am ban cidm thdy co6 don. Doi khi cling ¢6
thé cdm thdy cing thing, lo 1ing va trdm cdm.

Amisulprid gitp cdi thién nhiing suy nghi, cdm gidc va hanh vi bi r6i loan. Thudc dung tri
bénh tdm than phan liét cd khi vira mdi bt ddu mdc bénh va khi da bi trong thdoi gian dai.

Nén ding thuéc nay nhu thé nao va liéu lugng?

Ludn ding thudc chinh xdc nhu hudng din clia bdc s§ hodc dugce s§. N&u chua 13, hay hdi lai
cho chic chin.

Liu dung:

Liéu dung dugc bdc s§ chi dinh ty thudc vio tinh trang bénh cdia bénh nhan.

- Liéu thudng dung trong khodng 50 - 800 mg/ ngay.

- Bdc s§ ¢6 thé chi dinh liéu thap hon néu cin thiét.

- Né&u cin thi€t bdc s§ ¢ thé nang liéu st dung hang ngay 1&én 1200 mg.
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- Cdch dung: li€u ding tir 300 mg/ ngdy trd xudng: udng 1 1dn vao cung 1 thdi diém trong
ngay; li€u dung trén 300 mg/ ngay: chia lam 2 1in/ ngay, mot nta vao budi sang va mot
ntta vao budi toi.

- Ngudi cao tudi: Baic s§ s& theo doi cdn than do ban ¢6 thé bi gidm huyét 4p hodc budn ngi
do thudc.

- Tré em: Khong nén st dung thudc cho tré em dudi 15 tudi (trudc tudi day thi). Khong
khuy€n cdo st dung cho tré em tir tudi day thi dén 18 tudi.

- Suy than: Bdc s§ ¢6 thé s& chi dinh liéu thap hon.

Cédch dung:

Udng nguyén vién ciing véi nuée, khong nhai vién. Usng thudc trude bita dn. N&u cdm thay

tdc dong cla thudc qud manh hodc qud y€u, khong ty ¥ thay ddi liéu, thong bdo va hdi ¥

ki€n béc s§.

Khi nao khong nén diung thudc nay?

Khong nén dung thudc nay néu ban:

- Di ing v6i amisulprid, hodc bat ky thanh phan nao clia ch& phdm. Dau hiéu ctia di ing bao
gbm ngia, khoé thd hodc kho khé, sung mit, moi, ludi hodc hong.

- Mang thai, ¢6 thé s& mang thai hoidc cho con bu.

- Ung thu vi hodc ung thu phu thudc prolactin.

- Pang ding mot trong nhitng thudc sau ddy: quinidin, disopyramid, procainamid, amiodaron,
sotalol, bepridil, cisaprid, sultoprid, thioridazin, erythromycin tiém tinh mach, vincamin tiém
tinh mach, halofantrin, pentamidin, sparfloxacin, levodopa.

- Tré em dudi 15 tudi (trude tudi ddy thi).

Tédc dung khong mong mudn

Nhu céc thude khdc, amisulprid c¢6 thé gay tdc dung khdng mong mudn, nhung khong phai ai
cling gap phai.

Ngung ding thudc va lién hé trung tdm y t& gdn nhdt néu ban gdp cdc phdn iing sau:

- Hoi ching an than dc tinh (s8t cao, chdy md héi, ciing cd, nhip tim nhanh, thd nhanh, va
cdm thay Id 1in, budn ngl hoic kich dong).

- Nhip tim bat thudng (tim dap nhanh, dau nguc).

- Huy€t khoi tic mach dic biét & chan (phu, dau va dé & chan).

- D& bi nhiém tring hon do r6i loan v& mau (mat bach ciu hat, gidm bach ciu).

- Phdn tng di @ng (it gdp), ddu hiéu nhin bi€t 1a: nga, ndi man, khé nudt hodc khé thd, phu
moi, mit, ¢d hong hoidc ludi.

- Co giat.

Cdc tdc dung khong mong mudn khdc

Ra't thuong gdp: Run, cliing c¢d hodc co cd, van dong chim, tdng ti€t nudc bot.

Thudmng gap: Van dong cd thé bat thudng khong kiém sodt duge, mat ngd, bdn chdn, lo ling,
161 loan cuc khodi, tdo bén, budn ndn, non, khd miéng, gy ra ting tiét sita, vd kinh, vid to &
nam, dau vi, va r6i loan chic nang cudng duong, ha huyét ap, tdng can.

It gap: Ting dudng huyét, nhip tim chim, ting men gan.

Chua ro tdn sudt: Tdng triglycerid va cholesterol mdu, I 1in, hoi ching cai thudc & tré sd
sinh.
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Nén tranh ding nhitng thudc hoic thuc phadm gi khi dang sit dung thudc nay?

Mot s6 thudc c6 thé tuong tdc v6i amisulprid nén phai thong bdo cho bac s§ hoic dudc sy

clia ban vé tit cd cdc loai thudc ma ban dang sit dung, bao gdm ca cdc thudc ké& don hoic

khong ké don, cdc vitamin hodc thudc tr dudce liéu.

Thudc khéng dugc ding chung vdi amisulprid:

- Thu6c chdng loan nhip nhém Ia nhu quinidin, disopyramid, procainamid.

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

- Cdc thu6c nhu bepridil, cisaprid, sultoprid, thioridazin, erythromycin tiém tinh mach,
vincamin ti€m tinh mach, halofantrin, pentamidin, sparfloxacin.

- Levodopa.

Thudc c6 tuong tdac voi amisulprid. Théng bdo cho bdc s§ néu ban dang udng cdc thudc sau:

C4c thudc lam ting nguy cd gy xoin dinh tim:

- Céc thu6c 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 thudc giy ha kali huyét: thudc 1gi ti€u lam ha kali huyét (hydroclorothiazid,
benzothiadiazid, clorothiazid, furosemid, sulfamid), thudc kich thich nhudn trang,
amphotericin B ti€m tinh mach, glucocorticoid, tetracosatid.

- Céc thudc an than kinh nhu pimozid, haloperidol, imipramin, lithium.

Céc thudc sau day can dugc can nhic khi st dung chung véi amisulprid:

- Céc thudc tc ché than kinh trung uong nhu thudc an than, thudc mé, thudc gidm dau, thudc
khdng histamin H; gy budn ngt, barbiturat, benzodiazepin va cdc thudc chéng lo du khic.

- C4c thudc ha huyét 4p.

- Céc chat chd van dopamin (nhu levodopa).

Uong amisulprid véi mdt it nude. Khong udng rugu bia khi uéng amisulprid.

Can lam gi khi mét 1an quén khong dung thudc?

Né&u ban quén khong dung 1 li€u, nén udng liéu d6 ngay khi c6 thé. N&u thdi diém nhd ra da
ngay gan thdi diém dung liéu thudc ti€p theo, khong dung liu di quén ma dung thudc theo
ding lich trinh ci. Khdng udng gap doi licu.

Can lam gi khi ngirng diing thudc?

Can gidm liéu dan din theo hudng din clia bac s§, khong ngimg thudc dot ngot d€ tranh x4y
ra tic dung khong mong mudn goi 1a “triéu chifng cai thudc” bao gdm budn ndn, nén va mat
ngl. POng thoi khi ngling thudc dot ngdt ¢ thé giy tdi phat triéu chiing tAm than, cling c6
thé x4y ra cdc van dong bat thudng khong kiém sodt dugc.

Cin bio quan thudc nay nhu thé nao?

Giff thudc trong bao bi gdc clia nha sdn xuat, day kin.

Pé thudc ndi kho rdo, trdnh 4nh sdng, nhiét do khong qud 30°C, va ngoai tim vdi cla tré em.
Khong st dung thudc sau ngdy hét han ghi trén bao bi (hdp va vi thudc).

Nhitng ddu hiéu va triéu chitng khi ding thudc qu4 liéu
Dung thudc chinh x4c nhu huéng din cia bac s§.

w
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Khi ding qud liéu ban ¢6 thé b cdc tdc dong khong mong mudn nhu: budn ngd, hén mé, ha
huyét dp va triéu chitng ngoai thdp (run, co cing, rdi loan vin dong, ting tiét nudc bot). C6
thé gdy ra tif vong dic biét khi sit dung qud lidu ciing v6i nhitng thudc chdng loan thin khéc.

Can phdi lam gi khi diing thud'c qu4 liéu khuyéh cdo

Ngung diing thudc va lién lac ngay véi bdc s§ hodc trung tim y t€ gan nha'.

Mang theo vién thudc cting v6i bao bi d€ bac s§ bi€t ban da udng thudc gi va ¢6 bién phdp
xit 1§ kip thoi.

Nhitng diéu cAn thin trong khi diing thud'c nay

Trudc khi ding thuéc nay, can thong bdo cho bdc sy va luu ¥ néu ban cé nhiing vén dé sau:

- Suy thin.

- Bénh Parkinson.

- BPOng kinh.

- Bénh tim hodc trong gia dinh ¢6 ngudi bi bénh tim.

- Bénh huyét khdi tic mach.

- bdi thdo dudng.

- Ha kali mdu.

- Ngudi cao tudi, ngudi cao tudi bi suy gidm trf nhg.

- Bé€nh ung thu vii hodc gia dinh ¢6 ngudi bi ung thu vi.

- Gidm bach cau.

Ding thubc cho tré em

An toan va hiéu qud ctia amisulprid t tu6i day thi dén 18 tudi chwa duge nghién ciu. D liéu
vé viéc sit dung amisulprid & twé vi thanh nién bj tdim thdn phan liét con it. Do d6, khong
khuyén cdo st dung cho tré tr tudi day thi d€n 18 tudi; chong chi dinh st dung cho tré dudi
15 tudi (trude tudi day thi).

Phu nit mang thai hodc cho con bu

Néu ban ¢6 thai hodc nghi ring minh dang mang thai, hdi ¥ ki€n béc s§ dé béc s§ trude khi
stt dung thudc. Khong ding thudc khi dang mang thai trir khi ¢6 chi dinh cda béc s3.

Nging cho con bt khi stt dung amisulprid.

Ldi xe va vdn hanh mdy mdc

Amisulprid ¢6 dnh hudng nhe d€n khd ning ldi xe va st dung mdy méc do ¢6 thé gay 1o md
va budn ngli. Nén than trong.

Khi nao can tham van béc sy, dugc s§.

Can lién lac ngay vdi bc s§ hodc trung tim y t& gdn nha't khi ding thudc qué lidu chi dinh.
Théng bdo ngay cho bdc s§ hodc dugce s§ nhitng tdc dung khong mong mudn gip phdi khi st
dung thudc.

N&u can thém thong tin xin hdi ¥ kién bac s§ hodc dugc s.

Han diing cta thud'c: 36 thang ké tir ngay san xuat.

S4n xuit tai:
CTY TNHH DUQC PHAM PAT VI PHU
(DAVI PHARM CO., LTD.)

W
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L6 M7A, Budng D17, Khu CN M§ Phudc 1, Phutng Thdi Hoa, Thi x4 Bé&n Cit, Tinh Binh
Duong, Viét Nam
Tel: 0650-3567689  Fax: 0650-3567688

N 2, ?, e . “ . ﬁ,‘i‘.}-?*:}
Ngay xem xét sua doi, cAp nhat lai ngi dung hugrg dan'si
&

~ o

PHO GIAM BSC
DS.JVW%@?W

~—

TUQ.CUC TRUONG
P TRUCNG PHor;JG
Gé s/tl-éjﬁ’b"ﬂz’/ e Ung

Trang 5/5



