T huémg diin sir dyng thube
Rx Thubc ké don

LErarip 25

Vién nén
Thubc nay chi diing theo dom thudc.
Pé xa thm tay tré em.
Dock§ huéng din sir dung truée khi ding,

THANH PHAN CONG THU'C THUOC

- Thanh phén dugc chét: Levosulpirid 25 mg.

- Thanh phin t4 du'g'c: Lactose monohydrat, cellulose
vi tinh thé, tinh bt tién gelatin hoa, natri starch glycolat,
magnesi stearat,

DANG BAO CHE
- Viénnén

- Vién nén tron, mau triing, hai mat 181, canh va thanh
vién lanh lin,

CHIDINH

- Piéutrjchin g kho tiéu gchén an, dé“ty hoi, cam giac dau
vung thugng vj, dau dau sau dn, ¢ néng, ¢ hoi, tiéu
chdy, tdo bén) do da day chdm thao rdng lién quan dén
chc yéu t6 hiru co (bién ching liét da day do tiéu
dudng, ung thu,...) va/hodic céc yéu td chire ning (rbi
loan ban thé & ngudi lo au, trdm cam).

- Pau d4u: cac dang vin mach (dang thong thudng, do
bénh vé mét, do liét nira ngudi, dau ddu timg cum) va
cac dang cing co.

- Budn nén, nbn (sau phéu thuat hodc do cac thubc diéu
trj ung thur).

- Chéng mit (trung wong hofic ngoai vi).

LIEUDUNG, CACHDUNG

Lidu diing

- Ngudilon: 1 vién x 3 lin/ngay.

- Tréem: Chua c6 dirli¢ulam sang.

- Ngudi cao tudi: Cén than trong & nhom déi tugng nay,
béc s7c6 thé giam nira liéu thong thuong,

Céchdung : _

- Duing duimg ubng, truée bira dn, nén ding thuoc véi
théri gian ¢6 dinh trong ngay.

_ Néu mét 1an quén dung thube, ghn voi lidu ding ké
tibp, haly bo qua lidu 46, khong dung lidu gap déi.

- Khéng c6 yéu chu dic biét vgé xir 1y thude sau khi st
dung.

CHONG CHI DINH

- Mln cam véi levosulpirid hay bét cir thanh phan nao
ciia thude.

- Bénh nhin ddng Kinh, trang thai hung cam hofc giai
dogn hung cam trong chimg rbi loan ludng cyc.

- Bénh nhén u tdy thigng than, c6 thé xufit hién cde con
tﬁnf huyét ép do S\ gidi phong céc catecholamin tir
khoi u, trong truong hop nay huyét p c6 thé dugc

kiém sodt bari phentolamin,

- C6 méi tuong quan gia dinh vé viéc tang prolactin
huyét ctia hau hét cac loai thuoe huéng tém than va
loan san tuyén vii. Do d6, khong nén duge sur dung
levosulpirid & nhimg déi twgng mang mam bénh ac
tinh.

- Phu nit mang thai, c6 kha ning mang thai va phu nir
dang cho con bi.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Trong céc thir nghiém 14m sang ngéu nhién so vdi gia
duge duge tién hanh & nhém bénh nhan sa sut tri tug,
diéu tri bang mot sd thude chong loan than khong dién
hinh cho thay tang khoang 3 lan nguy co tai bién mach
mau néo. Co ché vé nguy co nay chua dugc biét 15.
Nguy co gia ting tai bién ¢ cdc thudc chong loan than
khac ho#c doi tugng khac khong thé loai trir. Do do,
cin than trong khi dung levosulpirid & nhitng bénh
nhan c6 yéu td nguy co dot quy.

- MGt triéu chimg r6i loan phirc tap c6 thé géy tir vong
dugce goi la hoi ching than kinh 4c tinh da duoc bao
céo khi sir dung thudc an than kinh. Nhimg tri¢u chimg
nhu sét cao, cimg co, chiing mat vén dong, rbi loan
sinh dudng (mach va huyét 4p khong 6n dinh, ra mo
héi, tim nhanh, loan nhip), thay d6i trang théi nhén
thirc ¢6 thé tién trién dén hon mé. Piéu tri hoi chimg
than kinh 4c tinh can ngung dung thudc an than ngay
va diéu tri triéu ching chuyén sau (can phai than trong
trong viéc giam chimg tang than nhiét va diéu chinh
tinh trang mét nudc). Trong trudng hop tip tuc diéu tri
v6i thube an thf:an, cén theo ddi can than va tranh phéi
hop v6i cac thude an than khac.

- Téc dung cua levosulpirid trén nhu dong dudng tiéu
hoéa c6 thé bi can tro boi cac thude khang cholinergic,
thudc gy mé, gay té.

- Khéng nén dung levosulpirid khi ¢6 kich thich nhu
ddng dudng tiéu hda, c6 thé gay xuat huyet tiéu hoa,
tac rudt, thing rudt.

- Thén trong khi dung levosulpirid & bénh nhin mic
bénh tim mach hodc gia dinh c6 tien sir kéo dai khoang
QT.

- D& ¢6 béo céo vé huyét khéi tinh mach khi diéu tri
bang thuc chong loan thin. Bénh nhan can xédc dinh
cac yeu to nguy co veé huyét khoi tinh mach truée va
trong khi diéu trj voi thudc chéng loan than dé c6 bién
phép phong ngira thich hop.

- Khénguong reou trong théi gian diéu tri.

- Letarid chira m{t lugng lactose monohydrat, do d6
khong nén ding cho bénh nhan bj suy giam hoat tinh
enzym lactase, ho1 chimg khong dung nap glucose —
galactose (Glucose Galactose Malabsorption).

SU DUNG THUOC CHO PHU NU' CO THAI VA
CHO CONBU

Sirdung thudc cho phu nir ¢6 thai
Khéng dung le_vosulpiyigd O phy nit ¢6 thai hodc c¢6 kha
ning mang thai. Cdc triéu chimg sau day ¢ dugc quan
sat thdy ¢ tré so sinh ¢6 me dung thude trong 3 théng

cudi thai ki: run, ctmg co, yéu co, budn ngu, kich dong,
kho thé va cac van dé dnudng,




To hwéng din sir dung thude

Sir dung thude cho phu nir cho con bu
Levosulpirid di vao sira m¢. Khong dung thude & phy
nir cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI
XE, VAN HANHMAY MOC
Levosulpmd gy anh huong dén kha na.ng 1ai xe, vén
hanh may méc. Sir dung thude liéu cao co thé gdy budn
ngu, té hoiic rdi loan vén dong. Do do, can tranh lai xe
va van hanh may méc trong thoi gian diéu tri.

TUONG TAC, TUONG KY CUATHUOC

Twong tac cua thube

- Nguy co ri loan nhlp tim ting khi ding déng thoi
thudc an thin véi céc thude gy kéo dai khoang QT.

- Khong dung déng thoi levosulpirid véi cac thudce gy
roiloan dién giai.

Twong ky, ciia thude
Do khéng c6 céc nghién ciru vé tinh tuong ky cua
thude, khéng tron 1in thude nay véi cac thude khac.

TAC DUNG KHONG MONG MUON CUATHUOC
Céc phan (g c6 hai dugc phan nhém theo tan suét: rat
thudng gap (ADR > 1/10), thuong gip (1/100<ADR <
1/10), it gap (1/1000 < ADR < 1/100), hiém gap
(1/10000 < ADR < 1/1000) va rét hiém gap (ADR <
1/10000).

Réiloan ndi tiét

- Khongro tan suai Mot s6 rbi loan nhu v kinh, nirhéa
tuyén vi, da tiét sira, tdng prolactin huyet thay dbi
ham muén tinh duc da dugc quan sat thay & 1 sb truong
hop déc biét do tac dung dao ngugc cua levosulpirid
trén chirc n{mg truc dudi dm-tuyen yén-tuyén sinh duc
twong tu nhur céc thudc an than khac.

Cac tac dung khong mong mubn khdc ciia nhém thuic:

Réiloan tim

- Hiémgap: kéo dai khoang QT, loan nhip thét nhur xon
dinh, nhip nhanh thit, rung thit va ngimg tim.

- Rdéthiém gdp: 1 s6 truomg hop tir vong dt ngét.

Réiloan mach méu

- Khéng rd tan suat: Cac truo'ng hop huyet kh01 tinh
mach da dugc bao cao bao gom: thuyén tac ph01 huyét
khdi tinh mach sau.

Théi ki mang thai, & cir, chu sinh

- Khéng ré tan sudt: Hoi chimg ngung thudc & tré so
sinh, hi chimg ngoai thap.

QUA LIEU VA CACH XU TRi

Qua lidu
Héi chimg ng,oax thap va r6i loan gidc ngu chua dugc
quan sét thay trén ldm sang, tuy nhién c6 thé xay ra khi
dung liéurt cao.

Céch xir tri khi dung qua liéu
Ngung dung thudc hofic giam lidu theo chi dinh cua
béc si.

PACTINHDUQCLYCHQC
Nhém dwgely: Thube tac dyng trén dudmg tiéu hoa.
M ATC: AO3FA

Co chétic dung
Dir ligu héa sinh, dugc ly va lam sang thu dwoc & 2
dang déng phan cua sulpmd cho thay hoat do6ng khang
dopamin & trung vong vangoai vi.

PAC TINHDUQCDPONG HQC

- Hép thu va phan b
Sau khi udng liéu 50 mg, ndng dé dinh trong huyét
tuong cua levosulpirid dat dugc trung binh 94,183
ng/mlsau 3 gio.

- Chuyén héa va thi trir
Thoi glan ban thai voi liéu 50 mg duong tinh mach la
4,305 gio. Levosulpirid thai trir chu yéu qua nudre tiéu.

QUY CACHPONG GOI
Hop 03 vix 10 vién nén. Vibdm Al-PVC trong.
Hop 05 vix 10 vién nén. Vibim Al-PVC trong.
Hop 10 vix 10 vién nén. Vibim Al - PVC trong.

BAO QUAN
Noikhd, dudi 30°C. Tranh anh sang.

HANDUNG
36 thang (ké tirngdy san xuét).

TIEU CHUAN CHATLUQNG
Tiéu chuén co sd.
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Co s@ san xuit:
CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
Lo B, Budmg s6 2, KON Ddng Ap, Bing Duong, Vigt Nam




