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T HUGONG DAN SU DUNG THUOC
Rx SaViLevosulpi 50

Dé xa tiim tay tré em

Poc kp hurdng dén si dyng trwede khi ditng
Thude nay chi dimg theo don thuéde

THANH PHAN CONG THUC THUOC

(Cho 1 vién nén SaViLevasulpi 50)

Thanh phin durge chét:

LeVOSTIDIEIIS . c.ioimisvimmirsimsismssmisinsivessi sissiasisssisors 50 mg

Thanh phan té duge:

Lactose monohydrate; cellulose, microcrystalline M102;

sodium starch glycolate; magnesium stearate.

DANG BAO CHE

Vién nén.

MO TA SAN PHAM

Vién nén tron, mau rrﬁng, hai mit Khum tron, canh va

thanh vién lanh Bin.

CHI PINH

SaViLevosulpi 50 duge chi dinh dé diéu trj:

- R&i loan dang co the.

- Téam thin phén liét man tinh véi cée tri€u chimg dm
tinh.

LIEU DUNG, CACH DUNG

Liéu ding

Ngiegi Ién (dimg theo don thuée)

Dung 200 — 300 mg/ngay (4-6 vién/ngiy).

Liéu duy tri: 3 vién/ngay.

Lidu ding c6 thé duge giam dén.

Tré em

Chura cé dit liéu,

Nguai cao tudi

Cin thén trong va ¢6 thé can giam liéu khi sir dyng thude

cho bénh nhén cao tudi.

Cich diung

Thube ding dudng udng,

Néu quén dimg thude

Khéng duge udng gép déi lidu dé bia cho liéu da quén.
CHONG CHI PINH

- Qué min véi levosulpiride hofic bt cir thanh phén t&
dwoc nao ciia thude.

- Bénh nhén dfng kinh, lntng cam hodic bénh nhén rdi
loan ludng cye dang & giai doan hung cam,

- Bénh nhén u tiy thuong than do c6 thé giy con ting
huyét ap do giai phéng catecholamine tir khéi u. Tinh
frang naty c6 thé duge kiém soét bing phentolamine.

- Bénh nhan c6 cdc bénh tuyén vi 4c tinh do c6 mbi
tong quan giita tac dong tang tiét prolactin cia hau
hét cdc thude huéng thdn va tinh trang loan san tuyén
vil.

- Bénh nhéan bj kich thich nhu dfng duong tiéu héa nhu
xuft huyét, the nghén co hoe hoic thung dudng tiéu
héa.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Trong c4c thir nghiém 1am sang ngiu nhién c6 ddi chimg
voi gia duge duge tién hanh & cdc bénh nhan sa sit tri tué
sir dung céc thube chéng loan than khong dién hinh, nguy
¢o X4y ra bién ¢d mach mau ndo tang khoang 3 lén. Chua
18 cor ché tic déng cia syr ting nay. Khéng thé loai trir sy
fing nguy co & nhimg thube chéng loan thin khéc hofic &
nhém dbi tugng bénh nhéan khic. Cén sir dung thin trong
levosulpiride & nhiing bénh nhan c6 cic yéu td nguy co
dgt quy. _

Mt nhom céc trigu chimg da duge bao cdo trong diéu tri
v6i thuée chbng loan thin cé kha nang gy tir vong goi la
héi ching dc tinh do thube an than Kinh, Cac biéu hién 1am
sang cta hoi chimg nay bao gdm: Tang thin nhigt, cimg
co, liét co, rbi loan than kinh thue vat (inach va huyét ap
bt thudng, dd md héi, nhip tim nhanh, réi loan nhip tim),
thay d&i nhén thitc ¢6 thé tién trién dén bat tinh hojic hén
mé.

biéu trj hoi chimg 4c tinh do thudc an than kinh
(Neuroleptic Malignant Syndrome — S.N.M) bao gbm
ngung ding céc thudc chong loan thin va nhimg thudc
khong cin thiét khac ngay lép tirc, tién hanh cac ligu phap
didu trj tridu chimg chuyén séu (cin dic biét luu ¥ lam
giam than nhiét v bu nudc). Néu cin thiét phai sir dung
cdc thube chéng loan thin dé hdi phuc, cén theo doi bénh
nhéan cén than. Tranh sir dung dong théi mot liu phap véi
céc thube an thin kinh khac.

Sir dung levosulpiride thén trong & bénh nhén bj bénh tim
mach hoic ¢6 tién sir gia dinh kéo dai khoang QT.

D4 ¢ ghi nhén cac trudng hop thuyén tie huyét khdi tinh
mach (venous thromboembolism — VTE) khi sit dung cdc
thuéc chéng loan thin. Do nhitmg bénh nhin ding thude
chdng loan thin thudmg cé cic yéu tb nguy co VTE mic
phai, cén phai x4c dinh céc yéu tb nguy co nay trude va




trong khi dicu trj véi levosulpiride dé ¢ céc bién phap dy '

phong thich hop.

Téng tir vong & nhitng bénh nhan cao tudi bi sa sit 1rf tué
Dit ligu tir hai nghién ciru quan sat l6m cho thiy c6 su ting
nhe nguy co tir vong & nhém bénh nhin cao tudi bj sa sit
tri tué c6 dimg céc thudc chéng loan than so véi nhém
bénh nhén khong ding thudc. Chura ¢6 da dir ligu dé dénh
gid chinh x4c nguy co thye té va van chua rd nguyén nhan
ctia sur gia ting nguy co nay.

SaVilevosulpi 50 khong c6 chi dinh didu i céc réi loan
hanh vi & bénh nhan sa sat orf tué.

Trénh sit dung ddng thdi voi rrou.

Lactose

San phim co chira ta duge lactose. Ngudi bénh cb céc
vin d& vé& di truydn hiém gdp nhu khong dung nap
galactose, thiéu hut Lapp lactase hodc kém hép thu
glucose-galactose khong nén ding thudc nay

U/ DUNG THUOC CHO PHU NOU' CO THAT VA
CHO CON BU

Phu nif ¢6 thai

Bénh nhén can thong bao cho bac st néu dang mang thai
hodc ¢6 dy dinh mang thai trong thoi gian sur dung
levosulpiride. Chura ¢6 cac nghién ciru thich hgp v duge
Kiém soat 8t & phy nif mang thai. Do d6, khéng nén s
dung thudc khi d3 xac dinh hojic nghi ngér dang mang thai
trir khi lgi ich 16n hon nguy co d6i v6i thai nhi.

Phuy nif cho con b

Khéng nén sir dung thude trong thoi gian cho con bi trir
khi lgi ich 16n hon nguy co d6i v6i tré so sinh.

Tré so sinh tiép xdc véi cdc thudc chdng loan than dién
hinh hofic khéng dién hinh bao gom levosulpiride trong 3
thang cudi thai ky c6 nguy co chju cac tic dyng khong
mong mudn bao gdm céc triéu chirg ngoai thap hofic cdc
triéu chirng cai thubc, c6 thé khéac nhau v& mirc d6 nghiém
trong va théi gian.

Pa ¢b cdc ghi nhan vé tinh trang kich dgng, ting truong
lire, giam trrong luc, run, budn ngl, mét méi, suy hd hép
va roi loan dinh dudng. Do do, cin theo ddi tré cin than.

ANH HUGNG CUA THUOC LEN KHA NANG LAl
XE, VAN HANH MAY MOC

Bubn ngii, ngil ga, chong miit va rdi loan van dong cé thé
xay ra. Bénh nhan can dugc khuyén c4o nén tranh sit dung
thudc khi 14i xe va van hanh may méc do nguy hiém c6 thé
Xdy ra.

TUONG TAC, TUONG KY CUA THUOC

Twong tdc ciia thube
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CAn dic biét thin trong va canh gidc khi str dung déng thoi
v6i céc thubc hudng thin khac dé trénh cdc tic dung
khong mong mudn xay ra do twong téc thudc.

Sir dung ddng thoi céc thudc an thin kinh véi céc thude
giy kéo dai khodng QT lam tang nguy co tién trién réi
loan nhip tim.

Khéng sir dung dbng thivi SaViLevosulpi 50 véi céc thude
gy r6i loan dién giai.
Twong ky, ciia thude

Do khong cd céc nghién cim vé tinh tuong ky cua thude,
khéng tron lin thudc nay véi cdc thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Tém tit cic ADR

Rat thieong gdp (ADR = 1/10)

Réi loan thin kinh: Ngu ga, té cimg.

Theng gdp (1/100 <ADR < 1/10)

Réi loan than kinh: Chéng mat, hoa mét.

Hiém gap (1/10.000 < ADR < 1/1.000)

Réi loan tim mach: Kéo dai khoang QT loan nhip thét
nhur xoén dinh, nhip nhanh th4t2, rung that?, ngung tim?.
Rt hiém gdp (ADR < 1/10.000)

R&i loan chuyén hoa va dinh dudng: Téng can

R&i loan thin kinh: Bénh Parkinson, réi logn van déng,
run, loan truong luc, kich djng, kich thich tém thin vén
dong, r6i loan hé than kinh tr tri.

R6i loan tim mach: Dot v,

Chuea v& tdn sudt (khéng thé wbc tinh nr cde dif lign sén
cd)

R&i loan thén kinh: Hoi chimg 4c tinh do thudc an thin
kinh.

R&i loan hé sinh san va ving ngyc: Mét kinh!, bénh vi to
& nam gi6i', hoi chimg da tiét sita’, cing vi', thay d6i ham
muén tinh duc’.

Réi loan mach: Thuyén tic huyét khdi (bao gdm thuyén
tic phdi va huyét khdi tinh mach séu)2.

Cic roi loan trude, trong va sau khi sinh: Hi chimg cai
thudc & tré so sinh, cic triéu chimg ngoai thap.

Xét nghiém: Tang prolactin huyét'.

! duge ghi nhin trong cée trudng hop ddic bigt, khi sit dung
kéo dai va do tac ddng dao nguge cua levosulpiride trén
chirc néing ciia tryc dudi ddi — tuyén yén — tuyen sinh duy,
twong tir nhur nhiing tac dong da biét ciia nhidu thude an
thén kinh.

2 duge ghi nhén khi sir dung cdc thudc khac trong ciing
nhoém., '
Hudng diin xiv tri cde ADR



Newng ding thubc va bao ngay cho bic si néu gip phai
céc tic dung khong mong mudn nghiém treng.

Théng bdo ngay cho béc st hogic dwge st nivng phin
ieng cé hai giip phdi khi sir dung thudc.

QUA LIEU VA CACH XU TRi

& lidu cao hon va & nhiing ¢4 nhidn nhay cdm véi thude an
than, levosulpiride cé thé gdy triéu chimg ngoai thap va rbi
loan gidc ngl. Trong trutmg hep qud liu, ngung ding
thudc hoiic giam lidu thy theo chi dinh ctia béc si.

DUQC LUC HQC

Nhém duge I§: Thube huéng thén, thubc chdng loan thn,
benzamide.
Mi ATC: NOSALO7

Co ché tac dung

Dir ligu héa sinh, duge ly va ldm sang thu dugce tir hai
dong phan cha sulpiride cho thidy tdc dong khang
dopamine & trung wong va ngoai bién la do tic dong ctia
ddng phén quay tréi.

DUQC PONG HQC

Khi dung levosulpiride 50 mg dwdng ubng, ndng dd dinh
trong huyét tuong dat duge sau 3 gid, trung binh 94,183
ng/ml. Thoi gian bén thai wée tinh sau khi sit dung lidu 50
mg levosulpiride dudng tiém tinh mach 14 khoéng 4,3 gid.
Thudc thai trir chi yéu qua nuée tiéu.
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QUY CACH BONG GOl

Hop 3 vix 10 vién

PIEU KIEN BAO QUAN

Noi khé, nhiét do khéng qua 30 °C. Trénh anh sang.
HAN DUNG

36 thang ké tir ngay san xudt.

TIEU CHUAN CHAT LUQNG

Tiéu chuén co s&

CO SO SAN XUAT

IMHNI\EMIKUN\‘EN
CONG TY €O PHAN DUGC PHAM SAVI
(Salﬂpharm J.5.C)
Lo Z01-02-03a, Khu Cong nghi§¢p trong Khu Ché xuit

Téan Thuin, Phudng Tan Thudn Bdéng, Quén 7, Thanh
phé Hd Chi Minh.

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

Tp HO Chi Minh, ngay /! théng 07 nim 2024
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