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Rx_Thudc nay chi ding theo don thuie

PIRILEVO

Vién nén Levosulpiride 50 mg/100 mg

Ve [dung tricdce khi dimg
WA TUEOA /D)
Déxa tam-iay réen

Théng bap ngay.cho bdc sy hodce dwoe st nhimg tdac dung khong mong muén gdp phai khi sir dung thuée

THANH PHAN VA HAM LUQNG

Mai vién nén co chira:

Hoat chiit:

Vién nén Levosulpiride 50 mg: Levosulpiride ............ 50 mg

Vién nén Levosulpiride 100 mg: Levosulpiride .......... 100 mg

Td diwgc vira dii: Lactose monohydrat 200, mannitol 160C, tinh bot natri glycolat logi A,
hydroxypropyl cellulose, silic dioxid keo, magnesi stearat, déau thuc vat hydro hoa loai 1.
DANG BAO CHE

Vién nén Levosulpiride 50 mg: Vién nén mau trang, hinh triangle, hai mét khum, mot mit
duoge dap chim chit “HERA”, m6t mat tron lang, canh va thanh vién lanh [an.

Vién nén Levosulpiride 100 mg: Vién nén mau trang, hinh capsule, hai mit khum, mot
mit dugc dap chim chit “HERA”, mgt mat ¢6 vach ngang, canh va thanh vién lanh lan.
Khong thé bé dbi vién thude.

CHI DINH

- Trdm cam ndi sinh va tram cam phan Gng.

- R&i loan dang co thé.
- Diéu tri tam than phén liét cﬁp va man tinh. - AN
LIEU DUNG VA CACH DUNG N
Liéu diing

Ngwoi lon

+ Céc rdi loan tam than cap tinh: 200 — 300 mg/ngay (vién nén 100 mg x 2 -3 lin/ngay).

+ Diéu tri duy tri: 150 mg/ngay (vién nén 50 mg x 3 lﬁm‘ngéy} néu khong c6 hudng din
ké don khac.

Nén giam liéu tir tir,

Trée em

Chua ¢6 dit liéu san co.

Nguwdi cao tudi

Trong diéu tri bénh nhin cao tudi, liéu dung nén dugce bac s¥ quyét dinh va danh gi than
trong kha nang giam licu da dé cap ¢ trén.

Ciach dung

Dung dudng udng.

CHONG CHI PINH

- Bénh nhan man cam véi hoat chét hodc bit ky thanh phfm nio cia thudce.
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Str dung thén trong ¢ bénh nhéan dong kinh, cdc trang thai hung cam vi loan than hung
— trdm cam.

St dung thédn trong ¢ bénh nhéan u tuy thugng thin co thé gy ting huyét ap do phong
thich catecholamine tir khdi u, ¢6 cdc ddu higu suy tim. Cac tinh trang nay khang ciu
thanh chdng chi dinh tuyét déi.

Su twong quan gitra ting tiét prolactin va loan san té bao vu thuong gip khi ding
thudc hudng tdm than, levosulpiride chong chi dinh & dbi twong mic bénh vu dc tinh.
Khéng dung cho phu nir ¢é thai, ¢6 kha ning mang thai va trong giai doan cho con b.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Trong cac thir nghiém lam sang déi chimg ngdu nhién & bénh nhan sa sut tri tué voi
mot s6 thude cl16ng loan than khong dién hinh, di quan sat thay nguy co xuat hién cac
bién ¢6 mach méu ndo ting gip 3 lan. Co ché lam ting nguy co nay chua dugce biét.
Khong thé loai trir ting nguy co & cac thude chdng loan than khéc va doi tugng khac.
Str dung than trong ¢ bénh nhén co cac yéu to nguy co vé dot quy.

Mot rbi loan céc triéu chimg phtre tap, ¢6 thé giy tir vong, duge goi la Hoi chimg 4c
tinh do thudc an thian (SNM) di ghi nhan trong qud trinh dicu tri véi thube chéng dong
kinh. Cac biéu hién 1dm sang cua triéu ching nay la sot cao, cing co, mat vin dong,
rdi loan thue vat (mach hodc huyét ap khong déu. dd mo hoi, nhip tim nhanh, roi loan
nhip tim), rdi loan ¥ thtrc c6 thé din dén chong mat va hon mé. Dicu tri Hoi chimg é4c
tinh do thudc an than bao gdbm ngimg sir dung thude chong loan thin va céc loai thudc
khong can thiét khac, tién hanh diéu tri triéu ching tich cyc (dic biét cha y dé giam
tang than nhiét va mét nuéce). Néu phai can thiét diéu tri chong loan than, nén theo doi
than trong. Tranh diéu tri dong thoi voi cac thude an thén khéc.

Khéng nén sir dung levosulpiride khi su kich thich nhu dong ru¢t cua bénh nhén ¢o th
¢6 hai nhu xuit huyét, tic nghén hoic thimg da day - rudt.

Str dyng than trong & bénh nhdn ¢6 bénh tim mach hodc tién st gia dinh ¢6 khoang QT
kéo dai.

Céc trwong hop thuyén tac huyét khéi tinh mach (VTE) duge béo cdo khi dung thude
chéng loan than. Bénh nhan diéu tri véi thude chdng loan than co nhiéu yéu t& nguy co
lién quan dén VTE, cic yéu td nay phai dugc xdc dinh trude va trong qua trinh diéu tri,
dé c6 céc bién phéap dur phong thich hop.

Tranh ding dong thoi véi rugu,

Thubc ¢6 chira lactose can than trong doi voi bénh nhan ¢o van dé vé di truyén khong
dung nap glactose hodc thiéu enzym lactose. hodc bénh nhan kém hip thu glucose-
galactose khong nén sir dung thude nay.

A

SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Khong ding cho phu nit ¢6 thai, ¢6 kha ning mang thai va trong giai doan cho con bu.
Tré so sinh tiép xtc voi thude chdng loan than dién hinh hodc khong dién hinh bao gom
levosulpiride trong ba thang cudi ctia thai ky ¢6 nguy co gip phai cic tac dung phy bao
gdm triéu chimg ngoai thap hodc tri¢u chimg cai nghién ¢ mirc do nghiém trong va thoi
gian sau khi sinh khéc nhau. P ¢6 bo cdo vé hung cam, ting truong lye, giam trirong
lire, run, budn ngi, suy hé hip, rdi loan an udng. Do dé, nén theo ddi chat ché tré so sinh.

Trang 2/4



https://trungtamthuoc.com/

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

Levosulpiride anh huéng 16n dén kha ning lai xe va van hanh mdy moc.

Levosulpiride co thé gy chodng vang, té bi tay chin va roi loan vén dong, do dé tranh

ding thude cho nguoi lai xe va van hanh may moc.

TUONG TAC, TUONG KY THUOC

Twong tic

- Dac biét than trong va canh giac khi két hop voi céc thude khac dé tranh nhitng tac
dung phu khong mong mudn do twong tac thude.

- Dung dong thoi thude an than véi thude kéo dai khoang QT lam tang nguy co loan
nhip tim nhanh.

- Khong nén ding dong thoi levosulpiride véi cae thude gay roi loan dién giai.

Tuwong ky

Khong co.

TAC DUNG KHONG MONG MUON

Rat hiém gdp (ADR < 1/10.000)

- Hé mién dich: Phan tmg di (mg.

- Than kinh: Kich dong tim than van dong, roi loan than kinh thuce vét, cac phan tmg di
ng va hdi chimg ngoai thap nhur run, parkinson va loan trong luc co. Tét ca nhirng
tic dong nay déu c6 mire do vira phai va c6 thé dao nguoc.

Khéng ré tan sudt

- Nobi tiét: Mot s6 roi loan nhu mét kinh, chimg vii to & nam gidi, tang tiét sira, prolactin
méu ting va nhirng thay doi vé ham muodn tinh duc duge quan sat thiy trong nhirng
truong hop dac biét, 1a do tac dung dao nguoe cua levosulpiride trong chirc nang cua
truc dudi doi-tuyén yén-tuyén sinh duc, twong tu nhu ddi véi cac thude an than.

- Chuyén hoa va dinh dudng: Tang cin dugc ghi nhan sau khi didu tri dai ngay.

Cidc phan irng sau di ghi nhin véi cdac thuée khdce ciing nhém

Hiém gap (1/10.000 < ADR < 1/1.000) , ’ _ ) 1;‘) \‘
- Tim: Kéo dai khoang QT, loan nhip that nhu xodn dinh, nhip nhanh that, rung that va ﬂﬂr

’ngtrr,lg tim. e_ i";‘m i
Rat hiem gap (ADR < 1/10.000) < ;jf*;;

- Tim: Mot s6 truong hop dot tu.

Khéng rd tan sudt

- Mach: Thuyén tic huyét khoi tinh mach (VTE), bao gom tic nghén mach phoi (PE) va
huyét khdi tinh mach sau (VTE).

- Tinh trang mang thai, thai ky va sau sinh: Hoi ching cai thude, céc triéu chimg ngoai
thap o tr¢ so sinh.

QUA LIEU VA CACH XU TRi

- Khi dung thude qua liéu c6 thé co céc triéu chimg rdi loan ngoai thap va rdi loan gidc

ngu.

- Khi xay ra qua lidu cin giam liéu hojc ngirng diéu tri. théng bdo ngay voi béc sy dicu

trj dé xir ly.

DUQC LUC HOC
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Nhém duwge Iy: Thube huéng tim than,

Mda ATC: NOSALO7.

Dit liéu hoa sinh, duge 1y va 1dm sang di quan sat thiy hai dong phan cta sulpiride, ¢6
chi dinh ddi khang chon loc thu thé dopamine hoat dong trén ca hai cép trung uong va
ngoai vi, la do ddng phin quang hoc levo.

DUQC PONG HOQC

Sau khi ding levosulpiride 50 mg duong uéng, nong dé dinh trong huyét twong dat duge
trong 3 gid, khoang 94,183 ng/mlL..

Thoi gian ban thai sau khi tiém tinh mach levosulpiride 50 mg la 4,305 gio.

Thude thai trir chi yéu qua nude tiéu.

QUY CACH PONG GOI

Hop 03 vi x 10 vién

Hop 10 vi x 10 vién

BAO QUAN

Bao quan trong bao bi kin, noi kho rdo, nhiét do dudi 30°C.

TIEU CHUAN CHAT LUQNG

Nha san xuat.

HAN DUNG

36 thang ké tir ngay san xuat.

Sé 16 san xudt (Batch No.), ngay san xudt (Mfa. date), han dimg (Exp. date): xin xem trén nhin
bao bi.

San xudi lai:

Céng ty TNHH Sinh Dwrge phim HERA

L6 A17 Khu céng nghiép Tir Ha, phirong Tir Ha, thi xd Huwong Tra, tinh Thira Thién Hué,
Viet Nam.
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