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TO HUOGNG DAN SU DUNG THUOC
Rx SaViLevosulpi 100
Dé xa tim fay fré em

Poc kf huedng din siv dung tricede kil dimg
Thude nay chi dimg theo don thudc

THANH PHAN CONG THUC THUOC
(Cho 1 vién nén SaViLevosuipi 100)
Thanh phin dwge chit:

Levosulpiride.. ... iiviiismismismsmaismnssies: 100 ME

Thanh phin tA duge:

Lactose monohydrate; cellulose, microcrystalline M102,;

sodium starch glycolate; magnesium stearate.

DANG BAO CHE

Vién nén.

MO TA SAN PHAM

Vién nén dai, mau tréing, hai mat khum trom, canh va thanh

vién lanh lan,

CHI DINH

SaViLevosulpi 100 duge chi dinh dé diéu tri:

- Rdiloan dang co thé

- TAm thén phan liét man tinh véi cdc trigu chimg am
tinh.

LIEU DUNG, CACH DUNG

Lidu ding

Newdi lon (ding theo don thudc)

Dung 200 — 300 mg/ngay (2-3 vién/ngay).

Liéu duy trl: 150 mg/ngay .

Lidu dung c6 thé dwoc giam dén.

Ghi clui: (¥): Diing 3 vién SaViLevosulpi 50/ngay

Tré em

Chura cé dir ligu.

Nguoi cao tudi

Cn thn trong va co thé cin giam lidu khi sir dung thude

cho bénh nhén cao tudi.

Céch ding
Thudc dung dudng ubng.

Néu quén dimg thude
Khéng dugc udng gip doi ligu dé bi cho lidu da quén.

CHONG CHI PINH

- Qué mén vdi levosulpiride hoiic bat cir thanh phﬁn tA
duoc ndo cia thube.

- Bénh nhan déng kinh, hung cAm hofic bénh nhén ri
loan luding cye dang & giai doan hung cam.

- Bénh nhin u tiy thuong thin do c6 thé gdy con ting
huyét 4p do giai phéng catecholamine tir khdi u. Tinh
trang nay c6 thé dirge kiém soat bing phentolamine.

- Bénh nhiin ¢6 céc bénh tuyén va dc tinh do c6 méi
twong quan giffa tac dfng tang tiét prolactin ciia hau
hét céc thudc hudng thin va tinh trang loan sin tuyén
Vil

- Bénh nhan bi kich thich nhu ddng dudmg tiéu hoa nhu
xudt huyét, tic nghén co hoc hofic thimg dudng tiéu
hoa.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Trong c4c¢ thir nghiém lim sang ngiu nhién c6 dbi chimg
voi giad duge duge tién hanh & cac bénh nhén sa sit tri wé
sir dyng céic thude chdng loan thin khéng dién hinh, nguy
co xay ra bién c6 mach méu ndo ting khoang 3 1an. Chua
16 co ché tac dgng cia sy ting nay. Khéng thé logi trir sy
ting nguy co & nhimg thudc chdng logn thin khic hotic &
nhém ddi trgng bénh nhén khéc. Can sit dung than trong
levosulpiride & nhimg bénh nhén ¢é cac yéu td nguy co
dét quy.

Mjt nhdm céc triéu chimg da duge bio cdo frong didu trj
véi thuée chéng loan thin c6 kha niing gy hir vong goi la
héi chimg 4c tinh do thudc an thin kinh. Céc biéu hién lam
sang ctia hdi chimg nay bao gdm: Tang than nhiét, climg
co, liét co, réi loan than kinh thyc vat (mach va huyét ap
bt tnromg, dd md héi, nhip tim nhanh, rbi loan nhip tim),
thay ddi nhan thirc ¢6 thé tién trién dén bt tinh hofic hon
mé.

Didu tri hoi chimg 4c tinh do thubc an than kinh
(Neuroleptic Malignant Syndrome — S.N.M) bao gbm
ngung ding cac thude chéng loan thdn va nhimg thude
khéng can thiét khac ngay lap tirc, tién hanh céc liéu phép
didu trj tridu chimg chuyén séu (can djc biét hm y lam
giam than nhiét va b nudc). Néu cén thiét phai sir dung
cde thude chéng loan than dé hdi phyc, can theo déi bénh
nhan cdn than. Tranh sir dung ddng thai mot ligu phép véi
céc thude an thén kinh khac.

Sir dung levosulpiride than trong & bénh nhan bj bénh tim
mach hoiic ¢6 tién sir gia dinh kéo dai khodng QT.

P c6 ghi nhin céc truomg hop thuyén tic huyét khéi tinh
mach (venous thromboembolism — VTE) khi sir dung céc
thuéc chéng loan thin. Do nhitg bénh nhan ding thudc
chéng loan than thudng c6 cac yéu tb nguy co VTE mic
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phai, cin phai xdc dinh cdc yéu t6 nguy co ndy trude va
trong khi diéu tri véi levosulpiride dé 6 cac bién phép dy
phong thich hop.

Téing tir vong ¢ nhimg bénh nhan cao tudi b sa siit tri tué
Dir liéu tir hai nghién ciru quan sét 1ém cho thdy c6 sy ting
nhe nguy co 1 vong & nhém bénh nhén cao tuci b sa sut
trf tué c6 ding che thude chéng loan thin so véi nhom
bénh nhén khéng ding thubc. Chira ¢6 du dif lidu d& danh
gia chinh xdc nguy co thye té va vin chua rd nguyén nhén
clia sy gia ting nguy co nay.

SaViLevosulpi 100 khong c6 chi dinh diéu tri céc rdi loan
hanh vi & bénh nhan sa sit tri wé.

Tranh sir dung déng théi véi ruou.

Lactose

San phAm c6 chia ta duge lactose. Ngudi bénh ¢6 céc
vin dé& v& di truyén hiém gip nhu khéng dung nap
galactose, thiéu hut Lapp lactase hodic kém hip thu
glucose-galactose khong nén ding thude niy

SO’ DUNG THUOC CHO PHY NU CO THAT VA
CHO CON BU

Phy ni c6 thai

Bénh nhan c¢in théng bao cho bic sT néu dang mang thai
hotic ¢6 du dinh mang thai trong thdi gian sir dung
levosulpiride. Chwra ¢6 cac nghién ciru thich hgp va duge
kiém soat tot & phu nit mang thai. Do d6, khong nén sir
dyng thudc khi d4 xéc dinh hogic nghi ngé dang mang thai
trir khi loi ich 16n hon nguy co déi véi thai nhi.

Phu nil cho con bi

Khéng nén sir dung thude trong théi gian cho con b trir
khi lgi ich 16n hon nguy co d6i véi tré so sinh.

Tré so sinh tiép xic voi cac thubc chdng loan than dién
hinh hotic khéng dién hinh bao gdm levosulpiride trong 3
thang cudi thai k¥ ¢6 nguy co chju céc tic dung khéng
mong muén bao gdm c4c triéu chimg ngeai thip hofic cic
triéu chimg cai thudc, c6 thé khéc nhau vé mirc dd nghiém
trong va thoi gian.

P4 ¢6 cdc ghi nhan vé tinh trang kich dong, ting truong
lre, giam trwong lue, run, budn ngi, mét méi, suy ho hép
va roi loan dinh dudng. Do do, cén theo doi tré can thén,
ANH HUGNG CUA THUOC LEN KHA NANG LAI
XE, VAN HANH MAY MOC

Budn ngi, ngi ga, chéng mit va rdi loan van dong c6 thé
xay ra. Bénh nhdn ciin durge khuyén cdo nén tranh sir dung
thubc khi 14i xe va vén hanh may méc do nguy hiém c6 thé
Xay ra.

TUONG TAC, TUONG KY CUA THUOC

Tuwong tdc ciia thude

Chin diic biét than trong va canh gidc khi sit dung déng thoi
véi cac thudc huong thén khic @& tranh céc tée dung
khong mong mudn xay ra do tuong tic thudc.

Sir dyng déng thei céc thude an thén kinh véi cc thude
giy kéo dai khoang QT lam ting nguy co tién tién roi
loan nhjp tiny.

Khéng sir dung déng thoi SaViLevosulpi 100 véi céc
thudc gay roi logn dién giai.

Twong ky ciia thude

Do khdng c6 cic nghién ciru vé tinh tuong ky cia thudc,
khong trén 1an thude nay véi cac thude khic.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Tém tit cide ADR

Rdt thieong gép (ADR 2 1/10)

Réi loan thin kinh: Ngi g, (& cimg.

Theong gép (1/100 < ADR < 1/10)

R&i loan thén kinh; Chong miit, hoa mit.

Hiém gap (1/10.000 < ADR < 1/1.000)

R&i loan tim mach: Kéo dai khoing QT2 lean nhip thét
nhr xofin dinh, nhip nhanh thae, rung tht2, ngung tim?.
Rdt hiém gdp (ADR < 1/10.000)

R&i loan chuyén hoa va dinh dudng: Tang cén

R&i loan thin kinh: Bénh Parkinson, r8i loan vin dong,
run, loan trwong lye, kich dong, kich thich tdm than van
d6ng, rdi loan hé than kinh tw tri.

R&i loan tim mach: Dot tir.

Chuea o tan sudt (khong thé wbe tinh tir cdc dif liéu séin
cd)

R&i loan thdn kinh: Hoi chimg dc tinh do thude an thén
kinh.

Réi loan hé sinh san va ving nguc: Mét kinh!, bénh vii to
& nam gioi', hoi chimg da tiét sira, ciing vit', thay ddi ham
mudn tinh duc'.

R&i loan mach: Thuyén tic huyét khéi (bao gdm thuyén
tic phdi va huyét khdi tinh mach séu)?.

Céc rbi loan trudce, trong va sau khi sinh: Héi chimg cai
thudc & tré so sinh, cic triéu chimg ngoai thép.

Xét nghiém: Tang prolactin huyét'.

! duge ghi nhin trong céc trudng hop diic bigt, khi sir dyung
kéo dai v do tac dong ddo ngugc cla levosulpiride trén
chite ning ciia truc dudi ddi — tuyén yén — tuyén sinh dyc,
twong ty nhu nhimg tic dong da biét cuia nhiéu thuée an
than kinh.
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2 duge ghi nhin khi sir dung cde thude khic trong cliing
nhom.

Hudng dén xir trf cic ADR

Ngwng dimg thuéc va bdo ngay cho bic sinéu gip phai
céc tic dung khéng mong mudén nghiém trong.

Théong bdo ngay che bdc st hodic dirge sT nhitng phdin
ting ¢d hai gp phai khi siv dung thuic.

QUA LIEU VA CACH XU TRi

@ lidu cao hon va & nhimg c4 nhan nhay cam véi thude an
thén, levosulpiride c6 thé gdy triéu chimg ngoai thap va rdi
loan gific ngi. Trong tnromg hop qua lidu, ngung ding
thudc hojc giam liéu tiy theo chi dinh ciia bic sT.

DUQC LUC HQC

Nhém dwge Ij: Thube hudng thin, thude chdng loan thén,
benzamide.

Mi ATC: NOSALO7

Co ché tic dung

Dir lién héa sinh, duge Iy va 1&m sang thu dwge tir hai
dong phin cla sulpiride cho thiy téc dong khang
dopamine ¢ trung wong va ngoai bién I do tic ddng cua
ddng phin quay trai.

DUQC PONG HQC

Khi diing levosulpiride 50 mg duomg udng, ndng do dinh
trong huyét tuong dat duge sau 3 gid, trung binh 94,183
ng/ml. Théi gian ban thai wéc tinh sau khi sir dyung liéu 50
mg levosulpiride dudng ti€m tinh mach 1a khoang 4,3 gidn.

Thube thai trir chit yéu qua mréc tidu.

QUY CACH PONG GOI

Hop 3 vi x 10 vién

PIEU KIEN BAO QUAN

Noi kho, nhigt d§ khdng qua 30 °C. Tranh 4nh sdng.
HAN DUNG

36 thang ké tir ngay san xudt.
TIEU CHUAN CHAT LUQNG

Tiéu chufin co sé
CO SO SAN XUAT

TEACH BAHE RN TRDN VEN
CONG TY CO PHAN DUGC PHAM SAVI
(s:lnpharm J.5.0)
L6 Z01-02-03a, Khu Coéng nghiép trong Khu Ché xudt

Tén Thufin, Phudng Tin Thuin Bdng, Quin 7, Thinh
phé HS Chi Minh.

Dign thoai: (028) 37700142-143-144
Fax: (028) 37700145 -




