J{xTHUOC KE DON ( —sira
TO HUGNG DAN SU DUNG THUGC

Vién nén

EVALDEZ-50

Vién nén

EVALDEZ-100

Thuéc nay chi ding theo don thudc
Dé xa tdm tay tré em
DPoc ky huéng din sif dung trudc khi dung
Théng bao ngay cho bac sy hodc dugc sy nhimg tac dung
khéng mong muén khi sir dung thudc

T& théng tin sdn phdm nay bao gém hu'éng dén sif dung cho thuéc
€6 nhiéu ham luong khdc nhau

1. THANH PHAN CONG THU'C THUGC

M&i vién nén EVALDEZ-50 chua:

Thanh phdn duoc chat:

Levosulpirid .....cocovereeeeer. 50mg

Thanh phdn td duoc:

Cellactose 80, copovidon, natri starch glycolat, silicon dioxyd, magnesi
stearat.

Mdi vién nén EVALDEZ-100 chita:

Thanh phén dugc chét:

Levosulpirid ....ccoeee.... 100 Mg

Thanh phén td dugc:

Cellactose 80, copovidon, natri starch glycolat, silicon dioxyd, magnesi
stearat.

2. DANG BAO CHE

EVALDEZ-50: Vién nén dai mau trdng, mot mat ¢ déap logo ¢, mat
kia c6 dap gach ngang.

EVALDEZ-100: Vién nén dai mau trdng, hai mat tron.

3.CHIPINH

Tram cdm ndi sinh va trdm cdm phan Ung.
R6i loan ban thé.

Tam than phén liét cdp va man tinh.

4. CACH DUNG, LIEU DUNG

Cach dung:

Thuéc dugc dung dudng udng.

Liéu dung:

Ngudi lén

- Ngudi 16n bj réi loan tam than cdp tinh: 2 - 3 vién levosulpirid 100
mg/ ngay.

- Diéu tri duy trl: 3 vién levosulpirid 50 mg/ ngay, trir khi c6 chi
dinh khac.

Liéu dung cé thé dugc gidm dan.

Tré em

Chua c6 dit liéu vé st dung thudc cho tré em.

Ngudi cao tudi

Khi diéu tri & ngudi cao tudi, liéu dung cdn dugc thiét lap can than

bdi bac sy, bac sy ciing danh gia viéc c6 thé giam liéu dung dugc chi

dinh & trén.

5. CHONG CHi PINH

Man cadm véi levosulpirid hodc véi bt et thanh phan nao ctia thudc.
Thén trong khi ding levosulpirid & bénh nhan bj déng kinh, hung
cdm, dang trong giai doan hung cadm cta réi loan ludng cuc.

Thén trong khi dung levosulpirid & bénh nhéan bi ting huyét dp va
nghi ngd bj u tdy thugng than hodc cé dau hiéu suy tim. Thuc té,
nhitng tinh trang nay khéng tao thanh chéng chi dinh tuyét déi.

Vi méi tuang quan gilfa téc dung tang prolactin huyét ctia hiu hét
cac thubc chéng loan thén va loan san tuyén vu, khéng nén st dung
levosulpirid cho nhiing bénh nhén bj bénh ly tuyén va c tinh.

Phu nir mang thai, c6 kha nang mang thai hodc cho con bu.

6. CANH BAO VA THAN TRONG KHI DUNG THUGC

Da thdy nguy ca bién ¢ mach méau nao tang khoang 3 lan trong cdc
thit nghiém ngau nhién déi ching giad dugc thuc hién & bénh nhan
bi mat tri nhé diéu tri véi thuéc chéng loan than khéng dién hinh.
Chua r6 co ché clia tdc dong nay. Khéng thé loai trir nguy co véi cac
thuéc chdng loan than khac trén nhitng nhdém bénh nhéan khac.
Thén trong khi dung levosulpirid cho bénh nhan ¢6 yéu t6 nguy co
doét quy.

Khi sir dung thuéc an than kinh (thuong duoc dung chung vdi cac
thuéc chéng loan thén), 43 c6 bao cdo mdt phéi hgp céc triéu
chiing c6 thé gay tif vong duac goi la héi ching an than kinh ac
tinh. Biéu hién 1am sang ctia héi ching nay la: Sét cao, cling ¢, méat
truong luc co, réi loan than kinh thuc vat (mach va huyét ap bat
thudng, dé mé hai, nhip tim nhanh, loan nhip tim), thay ddi trang
thai y thifc cé thé tién trién dén ch6ng mat va hon mé. Diéu tri hoi
chitng an than kinh é&c tinh bao gém ngling ngay céc thudc chéng
loan than va cac thudc khéng thiét yéu khac va thiét 1ap diéu tri
triéu chiing chuyén sau (dac biét chd y ha s6t va bl nuéc). Néu viéc
tai sir dung céc thudc chdng loan than dugc can nhic la khéng thé
thiéu, can theo doéi chdt ché bénh nhan. Tranh dung chung vdi
thudc an thén kinh khac.

Khéng dung levosulpirid trong trudng hop kich thich nhu déong
duding tiéu hoa c6 thé gay hai, vi du nhu bénh nhan bj chdy mau, tic
nghén co hoc hoac thing dudng tiéu hoa.

Than trong khi dung levosulpirid cho bénh nhan bi bénh tim mach
hodc c6 tién st gia dinh bi kéo dai khoang QT.

Ba ¢6 bao cao truding hgp huyét khéi tinh mach (VTE) khi st dung
thudc chdng loan than. Vi bénh nhan diéu tri vdi thudc chéng loan
than thudng cé cac yéu té nguy co mic VTE, nén cin xéc dinh cac
yéu t8 nay trudc va trong khi diéu tri dé c6 cac bién phap phéng
ngta thich hop.

Tranh duing chung levosulpirid véi rugu.

Canh bao lién quan dén ta dugc

Ché pham c6 chia lactose, bénh nhan bi réi loan di truyén hiém gap
vé dung nap galactose, chung thiéu hut Lapp lactase hodc réi loan
hap thu glucose-galactose khong nén sir dung thudc nay.

7. SU DUNG THUGC CHO PHU NU' €O THAI VA CHO CON BU

Sif dung thudc cho phu nir ¢6 thai

Khong st dung levosulpirid cho phu nif ¢6 thai, c6 kha nang mang
thai. Tré so sinh ti€p xuc vdi thudc chéng loan than dién hinh hoac
khéng dién hinh bao gém levosulpirid trong 3 thang cudi thai ky c6
nguy co gap cac tac dung khong mong mudn bao gém héi chimg
ngoai thap hodc triéu chitng cai thudc véi nhiéu mitc 49 nang va thai
gian méc sau khi sinh. Pa cé bao cdo kich dong, tang truong luc co,
gidm trugng luc g, run, budn ngu, tc ché hé hap va réi loan dinh
dudng. Can theo doi chit ché tré so sinh cé me sit dung levosulpirid.
Sit dung thudc cho phu nif cho con ba

Khéng st dung levosulpirid cho phu nit cho con bu.

8. ANH HUONG CUA THUGC LEN KHA NANG LAI
XE, VAN HANH MAY MOC

Levosulpirid anh hudng nhiéu dén kha niang lai xe
va van hanh may maéc. Bénh nhan ding levosulpirid
c6 thé bj t& chéng mat va loan van déng; Vi vay,
canh bao bénh nhan tranh l3i xe va thuc hién cac
cong viéc doi hoi tap trung cao.



9. TUONG TAC, TUONG KY CUA THUOC

Phéi hgp levosulpirid vdi cac thubc khéc dol hol

than trong va canh gidc dac biét dé tranh cac tac

dung khéng mong mudn do tuong tac thude,

- Dung chung thu6c an than kinh véi cac thubc
gay kéo dai khoang QT lam tang nguy co loan
nhip tim.

- Khéng dung chung levosulpirid véi cac thube gay
réi loan dién gidi.

Tuang ky: Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUGC

Céc tdc dung khong mong muén dugc phan nhém theo tén sudt: Rat
thudng gap (ADR 2 1/10), thuding gép (1/100 < ADR < 1/10), it gap
(1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000), rit
hiém gap (ADR < 1/10.000) va chua ré tan suét.

Mién djch

Rat hiém gap: Phan ung di ang.

Noi tiét

Chua r6 tan suat: Mot s6 réi loan nhu vé kinh, nit héa tuyén vii & nam
gidi, tiét nhiéu sifa, tang prolactin huyét va thay déi ham muén tinh
duc, thay dugc trong céc trudng hop cu thé, do tac dung thuan
nghich ctia levosulpirid di vdi chirc nang cba truc dudi déi - tuyén
yén - sinh duc, tuong tu nhu nhiéu thuéc an than kinh da biét.
Chuyén héa va dinh duéng

Chua r6 tén sudt: Trudng hop tang can da dugc bao co sau khi diéu
tri kéo dai.

Thdn kinh

Rat hiém gap: Kich ddng tam ly, réi loan than kinh thuc vat va tic
dung ngoai thap nhu run, Parkinson va réi loan truong luc co.

Céac tdc dung khong mong mudn nay nhe va thuan nghich.

Céc tdc dung khéng mong mudn sau dugc thiy & cac thubc khéc
trong cung nhém:

Tim

Hiém gap: Kéo dai khoang QT, loan nhip that nhu xoén dinh, nhip
nhanh that, rung that va ngimg tim.

Rat hiém gap: Dot quy.

Mach mdu

Chua rd tan suat: Pa c6 bao cao trudng hop bi VTE, bao gém thuyén
tic phéi (PE) va huyét khéi tinh mach sau (DVT).

Phu nirmang thai, thai ky va tré so sinh

Chua rd tan suét: Hoi chung cai nghién & tré so sinh, triéu chiing
ngoai thap.

Huémg déin xir trf ADR

Théng béo cho béc sy cac tdc dung khdng mong muén cua thuée.
Thuéc cé thé gdy ra cdc tdc dung khéng mong muén khdc, khuyén
bénh nhan théng bdo cdc tdc dung khéng mong muén gdp phdi khi
dung thuéc.

11. QUA LIEU VA CACH XU TRI

Khi dung liéu cao & d6i tuong nhay cam vdi thudc an théan kinh,
thu6c c6 thé gay ra tdc dung ngoai thap va r6i loan giac ngu.

Trong nhig trudng hgp nay, c6 thé can gidm liéu hodc ngiing thudc
tuy theo dénh gia ctia bac sy.

12. DAC TINH DUQC LUC HOC

Nhém dugc ly: Thudc an than, thubc chéng loan than,

Ma ATC: NO5ALO7.

Céc dir liéu sinh héa, dugc ly va lam sang thu dugc véi hai déng phan
ctia sulpirid cho thdy tac dung khang dopaminergic & ca trung uong
va ngoai bién la do déng phan levosulpirid.

Levosulpirid 1a mét thudc déi khang chon loc thy thé dopamin Dz
hoat déng trén ¢4 hal cdp trung uong va ngoal vi, lam tidng nhu ddng
ruét va da day. Hon nia n6 Iam tang co that thyc quan dudi tir d6
kich thich nhu déng rudt, ddy nhanh tién d6 lam sach da day va gidm

triéu chiing ddy hol khé tiéu, g chua, ndn, trao nguge thuc quin

13 .OAC TINH DUQC DONG HOC

Hdp thu

Levosulpirid hdp thu nhanh qua dudng tiéu héa khodng 25 -30%.
Néng dé dinh dat dugc ti 3 - 4 gids sau khi uéng.

Phdn bé

Thudc phan bé nhanh vao cac mé, qua dugc sira me nhung qua hang
rao mau nao kém. Thuébc lién két vdi protein huyét tuang thip < 40%.
Chuyén héa va thdi triy

Thudc thai trir qua nuéc tiéu va phan dudi dang chua chuyén héa,
Thai glan bén thai ctia thude khodng 7 - 9 gid,

14.QUY CACH PONG GOI
EVALDEZ-50: Hop 6 vi x 10 vién.
EVALDEZ-100: Hop 6 vix 10 vién.

15.D1EU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQONG
CUA THUOC

Diéu kién bao quan:

Gilr thuéc trong bao bl géc ctia nha sdn xudt, ddy kin.

Pé thudc nai kho rdo, trénh anh sdng, nhiét 46 khong qua 300C va
ngoai tdm vdi clia tré em.

Han diing: 36 thang ké tif ngay san xuit.

Tiéu chuén chit lugng: TCCS.

16. NGAY XEM XET SUA D61, CAP NHAT LAI NOI DUNG HUGNG
DAN SU DUNG THUGC: 03.06,2022.

17.TEN, BIA CHI VA BIEU TUONG CUA €O SO SAN XUAT
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DAVIPHARM e
el

Sdn xudt tai: CONG TY €6 PHAN DUGC PHAM oo
DAT VI PHU (DAVIPHARM) —_
L6 M7A, Buging D17, Khu Céng nghiép My Phudc 1, e

Phuding Théi Hoa, Thi x4 Bén Cat, Tinh Binh
Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688



