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TO HUOGNG DAN SU DUNG THUOC
& SaViLevosulpi
Thuée nay chi ding tiee don thude

BE xa tim tay 1ré em
Doc k§ lurdng din siv dyng triede khi dimg

THANH PHAN CONG THUC THUOC
(Cho 1 vién nén SaViLevosulpi)
Thanh phiin duge chiit:

20T 7] 1R CROROOOS - | .

Thanh phiin t4 duge:

Lactose monohydrate; microcrystalline cellulose M102;
sodiwm starch glycolate; magnesium stearate.

DANG BAO CHE
Vién nén.
MO TA SAN PHAM

Vién nén trén, mau triing, hai mat phiing, tron, canh va

thanh vién lanh Kin.

CHI DINH

SaViLevosulpi duge chi dinh dé:

- Ditu tri ngin han hdi ching khé tiéu (chdn 4n,
truémg bung, dau thugng vi, dau ddu sau biva &n, ¢
nong, ¢ hoi, tiéu chay, tho bén) do chdm lam ring da
day lién quan dén cic bénh ly thuc thé (liét da day
do d4i thdo dwromg, c6 khdi u,...) vivhoiic cic bénh 1y
tAm thin (dau ni tang & nhimg bénh nhan b trim
cam — lo au) khi ngudi bénh khdng dip tmg va6i cdc
fri ligu khdc.

- Diku trj ngln han va didu trj tridu chimg nén va
budn ndn do c4c thudc tre ché ting sinh sau khi ding
ligu phép déu tay thit bai.

- PBidutr ngﬁn han va didu tri triéu chimg chéng mit,
il tai, mAt thinh lyc va budn nén lign quan dén hoi
chimg Meniere.

LIEU DUNG, CACH DUNG

Litu ding

Nguoi lén

Dimg | viénx 3 lAn/ngay, dimg trude bira dn.

Tré em

Chua c¢6 dir ligu.

Ngurdi cao tuoi

Cin than trong va c6 thé cén giam liéu khi sir dyng thudc

cho bénh nhéin cao tudi.

Céch diimg

Thudc ding dwimg ubng.

Néu quén dimg thude

Néu quén uéng mot liéu thudc, uéng ngay khi nhé ra cang
sm cang tét trong cling ngay. Ubng lidu tiép theo nhu lich
théng thudng, Khong duge ubng glp d6i lidu dé b cho
lidu da quén.

CHONG CHI BINH

- Qud man vdi levosulpiride hojic bit cir thanh phén t4
duge nao ciia thude.

- Bénh nhin ddng kinh, hung cAm hodic bénh nhén rbi
loan luding cye dang & giai doan humg cém.

- Bénh nhdn u iy thugng thin do c6 thé gy con ting
huyét &p do giai phong catecholamine tir khéi u. Tinh
trang ndy ¢6 thé duge kiém soat bing phentolamine.

- Bénh nhan ¢6 cic bénh tuyén vii 4c tinh do ¢6 mdi
twrong quan gifra tdc dfng tang tiét prolactin ctia hiu
hét ce thube hudng thin va tinh trang loan sén tuyén
vil,

- Bénh nhén dang giip cac tinh trang kich thich nhu déng
dudng tiéu hoa, vi du nhu khi xuét huyét tiéu hoa, tic
nghén co hoc hodc thiing dudng tigu hoa.

- Phu nir ¢6 thai va cho con bu.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Trong céc thir nghiém lam sang ngiu nhién c6 déi chimg
voi gia duge duge tién hanh & céc bénh nhan sa sit trf tué
st dung céc thudc chéng loan than khbng dién hinh, nguy
co xay ra bién c¢é mach mau nfo ting khoang 3 lin. Chwa
15 co ché téc dfng cua sy tang ndy. Khong thé loai trir sy
tang nguy ¢o & nhimg thube chdng loan thin khéc hodc &
nhom déi twgng bénh nhéan khac.

Cén sir dung than trong levosulpiride & nhiing bénh nhén
¢6 cac yéu t6 nguy co dt quy.

Sir dyng cac thudc an thin kinh (thudng ding trong diéu
tri chéng logn thin) c6 thé gdy ra mdt nhém céc trigu
chimg cé kha ning gy tr vong goi 13 hdi chimg 4c tinh
thudc an thin kinh (Newroleptic Malignant Syndrome —
NMS). Céc biéu hién lam sang cia hdi chimg ndy bao
gdm: Tang than nhidt, cimg co, liét co, rdi loan thin kinh
thre vat (mach va huyét ép bit thudmg, db md héi, nhip
tim nhanh, rdi loan nhip tim), thay ddi nhiin thirc ¢6 thé
tién trién dén bt tinh holic hon mé.

Piéu tri NMS bao gdm ngung ding c4c thube chéng loan
thin va nhiing thudc khong cin thiét khic ngay lap tic,
tién hanh céc liéu phap diu tj trigu chimg chuyén siu
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(cAn dic biét Iuu y lam gidgm than nhigt va bl nudc). Néu
can thiét phai tiép tuc sir dung cac thudc chéng loan thin,
can theo ddi bénh nhén ¢dn than. Tréanh sir dung déng thoi
véi cdc thude an thin kinh khéc.

Téc dfng cua levosulpiride trén nhu dfng dudng tiéu héa
c6 thé bi ddi khang bai céc thudc khang cholinergic, céc
narcotic va cdc thudc gidm dau.

Str dung thude than trong & nhitng bénh nhén bj bénh tim
mach hofic ¢6 tign sir gia dinh bj kéo dai khoang QT. Bi
c6 ghi nhin cic trudmg hop thuyén tac huyét khoi tinh
mach (venous thromboembalisin — VTE) khi sir dung céc
thube chéng loan thin. Do nhimg bénh nhin ding thuéc
chéng loan thin thwomg ¢6 céc yéu td nguy co VTE mic
phai, cin phai xac dinh cac yéu tb nguy co nay trude va
trong khi diéu trj v&i levosulpiride dé c6 céc bién phép
phéng tranh thich hop.

Teng tir vong o nhitg binh nhdn cao tudi bi sa sit trf (ué
Dir liéu tix hai nghién ciru quan sat 16n cho thiy c6 sy ting
nhe nguy co tir vong & nhém bénh nhdn cao tudi b sa sit
trf tué ¢ ding céc thube chéng logn thin so véi nhém
bénh nhéin khong dimg thude. Chua c6 di dir lidgu dé& danh
gia chinh x4c nguy co thyuc té va van chua rd nguyén nhan
clla sir gia 1Ang nguy co nay.

SaViLevosulpi khong c6 chi dinh didu tri céc réi loan hanh
vi & bénh nhén sa sut tri tug.

Khéng sir dung ddng thdri vdi rugu.
Lactose

San phim c6 chira t4 duge lactose. Ngudi bénh cd céc
vin dé v& di truyén hiém gip nhu khong dung nap
galactose, thifu hut Lapp lactase hoic kém hép thu
glucose-galactose khong nén dung thude nay.

Natri

SaViLevosulpi chira it hon | mmol natri (23 mg)/vién,
Nghia 14 v& co ban thube khong chira natri.

SU DUNG THUOC CHO PHU NU CO THAI VA
CHO CON BU

Phy nit ¢6 thai

Chua c6 cac nghién cir thich hop va dugc kiém soat tot &
phy nir mang thai va phy nir dang cho con bu. B¢nh nhén
cin théng bio cho béc sT néu dang mang thai hofic ¢6 du
dinh mang thai trong thi gian sit dung levosulpiride.
Khéng sir dung thudc khi da xac dijnh hojic dyr dodn dang
mang thai.

Phuy nit cho con b
Khong sir dung thuée trong thixi gian cho con b,

Tré so sinh tiép xic véi cic thude chong logn than dién
hinh hodc khéng dién hinh bao gdm levosulpiride trong 3
théng cudi thai ky ¢6 nguy co chiu cdc tac dung khéng
mong mudn bao gﬁm che triéu chimg ngoai thap hedc cic

triéu chimg cai thude, ¢6 thé khéc nhau v& mic do nghiém
trong va thisi gian. D3 ¢6 c4c ghi nhén vé tinh trang kich
dong, tang trwong lye, gidm truong lye, run, ngu gét, suy
ho hép va rdi loan dinh dudng. Do dé, ¢in theo doi tré cdn
thén,

ANH HUONG CUA THUOC LEN KHA NANG LAI
XE, VAN HANH MAY MOC

Budn ngu, lo mo, rdi loan vén ddng co thé xay ra khi ding
thudc lidu cao. Cin canh bdo cho nhitng bénh nhén dang
ding thude dé wanh 14i xe hofic van hanh cdc may mac cin
sur tinh tdo cao.

TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thubc

Cén dic biét than trong va canh gidc khi sir dung ddng thdi
voi cdc thubc hudng than khic dé trénh cic tic dung
khéng mong mudn xay ra do twong tac thudc.

Sir dung ddng thisi céc thuGe an than kinh véi cée thude
giy kéo dai khoang QT lam tang nguy co tién trién i
loan nhip tim.

Khéng sir dung dong thoi SaVilevosulpi véi céc thude
géy rdi loan didn giai.

Téc dbng trén nhu déng dudng tidu héa cia levosulpiride
¢6 thé bj dbi khang boi cac thube khang cholinergic,
narcotic va thudc giam dau.

Twong ky, ciia thude

Do khéng c6 c&c nghién ciru v& tinh twong ky ciia thudc,
khong trdn 1an thube ndy voi céc thude khic.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Tém tiit cic ADR

Hiém ggip (1/10.000 < ADR < 1/1.000)

R&i loan tim mach: Kéo dai khoang QT?, loan nhip thit
nhu xoén dinh, nhanh nhip thét, rung thit®, ngumg tim>,

Rdt hiém géip (ADR < 1/10.000)

Réi loan thén kinh: Ngi ga, bénh Parkinson', rbi loan vin
dong!, run', loan truong luc', hoi chimg 4c tinh thuéc an
thén kinh.

R6i loan tim mach: Pt tir®

Chuea v tdn sudt

Réi loan sinh san: Mét kinh? bénh vii to & nam gi6i2, hoi
ching da tiét sita?, cing tirc ving nguc?, thay doi ham
muén tinh duc?,

Roi loan mach: Thuyén tic huyét khdi (bao gbm thuyén
thic phdi va huyét khoi tinh mach sau)’

Céc 16i loan frude, trong va sau khi sinh: Hé1 chimg cai
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thudc & tré so sinh, ¢dc triéu chimg ngoai thap. DUQC DONG HQC

Xét nghidm: Tang prolactin méau’, Khi dimg levosulpiride 50 mg dudmg ubng, ndng d§ dinh
| dwge ghi nhn trong trwdng hep st dung kéo dai | TON8 huyét twong dat drge sau 3 giv, trung binh 94,183
vi/hotic ding céc thubc khéc trong ciing nhém. ng/ml. Thosi gian ban thai wée tinh sau khi sir dung liéu 50

2 dwo ghi nhin trong cac trudng hop dic bigt, khi sit dung mg levosulpiride dudng tiém tinh mach 1 4,305 gid.
kéo dai va do téc dong diao ngwgc cha levosulpiride trén Thue thai trir ch yéu qua nrée tiéu.
chirc ning ciia tryc duéi ddi — tuyén yén — tuyén sinh duc, QUY CACH PONG GOI

tuong ty nhwr nhiing tde dong da biét ctia nhiéu thude an Hdgp 3 vix 10 vién

théin kinh. PIEU KIEN BAO QUAN

3 dwge ghi nhan khi sir dyng céc thube khéc trong clng

ahom. Noi khd, nhiét d6 khéng qué 30 °C. Tréinh 4nh séng,
Huwéng din xir tri cic ADR HAN DUNG

Ngung diing thude va bao ngay cho béc sT néu gip phai

# , 36 théng ké tir ngy san xuét.
céc tac dung khéng mong muon nghiém trong.

Thing bio ngay cho bic sp hodc dirge sf niting pliin TEUCHUAR CHANLERG

itng cd hai gip phii khi siv dyng thudc. Tiéu chudn nha san xuét.

| QUA LIEU VA CACH XU TRIi CO SO SAN XUAT
Chua ghi nhin cfic r8i logn ngogi thap va rdi logn gide nga
trong diéu trj ndi khoa vi theo ly thuyét, céc tinh trang nay TRACH KHICM TRON VEN

xay ra khi ding lidu rét cao. Trong trwémg hop qué lidu,

: s CONG TY CO PHAN DUGC PHAM SAVI
ngung ding thudc hofic giam lidu tiy theo chi dinh ciia

o (SaVpharm J.S.C)
DUQC LUC HOC L6 Z01-02-03a, Khu Cong nghiép trong Khu Ché xi:ﬁji' :
I3 a . *r.
Nhom dwge If: Thude hudng thin, thudc chéng loan thin, L T:l vl Pi.mémg Tn Thig Bong, Quin’1, Thimh)
fes i pho Hd Chi Minh.
Ma ATC: NOSALQO7 Bién thoai: (028) 37700142-143-144
o ehé the dyng Fax: (028) 37700145
Dir ligu héa sinh, dwge Ly va 14m sang thu duge tir hai
ddng phdn ciia sulpiride cho thdy tic dong khang
dopamine & trung wong va ngoai bi€n la do tic dong cla
) ddng phan quay tréi.
Tp Hd Chi o y /¢ thang /0 nam 2024
PIFONGVWGIAM POC

ROC (CL-KHCN) d/



