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R, THUGC KE BON

D

T HUGNG DAN SUf DUNG THUGC

EVALDEZ-50

EVALDEZ-100

Thude ndiy chi disng thes don thiibe
04l wa tAm tay tré em
Boc ki huding diin sif dyng trude khi ding
Théing béo ngay cho bic 5§ hoke dupc 5§ nhimg the dung
khiéng mong mudn khi sl dyng thudc

Tirthdng tin sdn phdm néy bao gém hudng ddn sir dung cho thude
ed nhifu hdm lugng khde nhau

1. THANH PHAN CONG THU'C THUGC

M vien nén EVALDEZ-50 chifa:

Thanh phdn dupe chét:

Levosulpirid . 50 mg

Thanh phdn td duee:

Cellactose BO, copovidan, natri starch glycolat, silicon dioxyd, magnesi
stearat.

Mai vién nén EVALDEZ-100 chiia:

Thanh phdn duoc chdt:

Leviasulpind ... 100 mg

Thanh phdn td duoc

Celiactose 80, copovidon, natri starch glycolat, sificon dicxyd, magriesi
stearat,

2. DANG BAO CHE

EVALDEZ-50: Vién nén dai méu trdng, mdt mat oo dap fogo &, mit
kia cb ddp gach ngang.

EVALDEZ-100: Vién nén ditl mau trdng, hai mat trom.

3. CHI BINH

Trém cdem néi sinh va trdm cdm phdn dng.
Roi loan ban thé,

Tém thdn phin li¢t cip vi man tinh.

4. CACH DUNG, LIEU DONG

Ciéch ding:

Thusde dugs ding dudmg usng.

Lidu diing:

Ngudl lén

- Ngudsi Iém bi réi loan t3m thdn cip tinh: 2 - 3 vién levosulpirid 100
mg/ mgay.

- Bidu trj duy triz 3 vidn levosulpinid 50 moy nady, tril ki b chi dinh
khac.

Lifu ding o6 thé dugc gldm dén,

Tré em

Chura ob dir liéu vé =i dung thude cho tré em,

Mgudi cao tudl

Khi didu trj & nguitii cao tudi, lidu ding cin duge thist lap cén thin

béri béde 5§, bdc 5% cling dénh gid vigc cb thé gidm liéu ding duoe chi

dinh & trén,

5. CHONG CHI BINH
Man cdm vdi levesulpirid hodic wdi bit el thanh phén nbo cia thude.
Thiin wong khi disng levosulpirid & bénh nhin bi ddng kinh, hung

cdm, dang trong giai doan hung cdm cda réi loan ludng cuc.

Thin trong khi ding levosulpirid & bénh nhin bi ting huyét dp va
nghi ngdr bi u thy thugng than hodc ob diu hidw suy tim, Thige
nhimg tink trang ndy khing tao thinh chéng chil dinh tuyét d&L

Vi méi tueng quan gilra téc dung ting prolactin huydt cia hiu hét
céc thude chdng loan thiin va loan sn tuyén vi, khang nén sirdung
levasulpirid cho nhing bénh nhin bj bénh Iy tuydn v dc tinh.

Phu nif mang thai, c6 kha ning mang thai hodc cho con ba.

6. CANH BAO VA THAN TRONG KHI DUNG THUGC

Ba thdy nguy co bién cb mach mau ndo ting khodng 3 14n trong céc
thir nghiém ngdu nhién d4i ching gid duge thyc hién & bénh nhin
bi mat tri nha diéu tr| vl thude chdng loan thin khéng dién hinh.
Chua rd co ché clia tac ddng nay. Khéng thé loai trf nguy co vai cic
thudc chéng loan thin khac trén nhiing nhdm bénh nhin khic.
Théin trong khi ding levosulpind cho bénh nhin oé yéu t8 nguy co
adt quy.

Khi s dung thudc an thin kinh (thuting duge diing chung véi céc
thudc chding loan thin), da cd bdo cdo mdt phéi hop céc triéu ching
cd thé gy tir vong dugc gol b héi ching an thin kinh de tinh. Bidu
hign kim sdng cla hoi chdng nay 14: S5t cae, eung o, mét truang lyic
cd, r6i loan thin kinh thyc vit imach vi huyst dp bat thudng, 48 mé
héi, nhip tim nhanh, loan nhip tim), thay 88i trang théi y thic o thé
tién trién d€n chéng mdt vh hon mé. Didu tri hal chidng an thin kinh
ac tinh bao gém nging ngay céc thudc chéng loan thin vi cic thubc
khiding thidt yéu khac va thidn 1p didu i tridu ching chuyén sau (38c
biét chu y ha 56t w3 bl nuide). N&u vikc tai st dung cac thude chéng
loan thin dugc cén nhic [ khang thé thifu, cin theo déi chit ché
bénh nhan. Trdnh diing chung véi thude an thin kinh khéc,

Khéng ding levosulpirid trong truémg hep kich thich nhu déng
dudmg tiéu hda cdthé gly hai, wi du nhw bénh nhin bj chidy mau, the
nghén cor hoo hode thang dutmig tigu héa.

Thiin trong khi ding levosulpirid cho bénh nhdn bi bénh tim mach
holjc cé 1ién sir gia dinh bi kéo dai khodng OT.

£ co bao cdo trubng hop huyét khdi tinh mach (VTE) khi st dyng
thutke ching loan thin. Vi bénh nhin didu trj wdi thudc chéng logn
thén thudng cb cac yéu 18 nguy co mic VTE, nén cdn xée dinh céc
yéu t8 nay trudc va trong khi didu trj 88 cb cac bién phip phong
ngia thich hap.

Trankh ding chung levosulpirid wi rugu.

Ciinh béo lién quan d&n t duge

Ché phim cé chiia lactose, bénh nhan birdi loan di truyén hifm gip
vé dung nap galactose, ching thiu hyt Lapp lactase hodc rdi loan
hap thu glucose-galactose khing nén st dung thudc nay.

7. 50 DUNG THUGC CHO PH NI CO THAI VA CHO CON BU

Sif dung thudc che phu ni cd thai

Khong sif dung levesulpirid cho phy ni cb thai, ¢é kha ndng mang
thai, Tré so sinh tifp xic vai thudc chdng loan thén difn hinh hodc
khéng dién hinh bao gm levosulpirid trong 3 thang cudi thal ky co
nguy o gdp cdc tdc dung khéng mong mudn bas gém héi chimg
ngoai thip hodc tridu chimg cai thude wdi nhidu mic A8 ning vi thid
gian méc sau khi sinh. Ba o6 bao cdo kich d6ng, thng truong e oo,
giam truong Iy oo, mn, budn ngd, dc ché hé hdp va ndi loan dinh

dudng. Con theo dél chit ché tré so sinh cb me s dung levosulpirid.
Sit dung thudc cho phu ni¥ cho con bi

EhbGng st dung levosulpinid cho phiu nd chio con b,

8. ANH HUGNG CUA THUSC LEN KHA NANG LAI
XE, VAN HANH MAY MOC

Levosulpirid anh hudng nhigu dén khi ning i xe
va van hanh médy mac. Bénh nhin diing levosulpirid
cth thé bj té, chédng mit vh loan vin dong; Wi vy,
canh bdo bénh nhdn trénh 18 xe vi thyc hién cic
cdng vige dbi hdi tip trung cao.
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9, TUONG TAC, TUONG KY CUA THUGC

Phéi hop levosulpirid vai cdc thude khic dbi hai
thén trong vh cdnh gidc dic biét d8 trdnh cic tac
dung khéng mong mudn do twong tac thude

= Diing ehureg thude an thin kinh vl cc thudc giy

- Khéng dong chung levosulpinid wai cic thudc gity
el boan dién gii.
Tuomg ky: Khing dp dymg.

10. TAC DUNG KHONG MONG MUGN CUA THUGC

Céc tic dung khdng mong mudn duge phin nhdm theo tin sudt: Rit
thuirng gap (ADR = 1/10), thuéng gap (1/100 s ADR < 1/10), it g3p
{1/1.000 s ADR < 1/100), hiém gdp (1/10.000 < ADR < 1/1.000), rét
hifm gdp (ADR < 1/100000) v chua rf tin sust.

Mién dich

Rt hidm gap: Phdn dng di dng.

MBI HiE

Chua rd tin sudt: Mot 58 rdi loan nhw wd kinh, nil hda tuyén vl & nam
i, tidt nhidu s, thng prolactin huy&t vl thay &6 harm msdn tinh
dyc, thiy dugc rong cic truéng hop cu thé, do téc dung thudn
nghich cda levosulpirid d8i wdi chic ndng cla tryc dudi ddi - tuyén
wién - sinh due, tueng ' nhu nhida thede anthin kinh 25 bid

Chuyén héa vé dinh duding \

Chua rd tén sudc Truding hgp téng cin 48 dugc bdio cdo saw khi difu
tri kéo dl,

Thdn kinh

R&t higm ghp: Kich ddng tim by, rdi logn thin kinh thuc vit va téc
dung ngoai thap nhu run, Parkinson v réi loan trugng luc oo,

Cic téc dyng khang mong mudn niy nhe va thudn nghich.

Céc tac dung khéng mong mudn sau dugc thiy & cic thude khic
trong cung nhdm:

Hiém gap: Kéo dai khodng QT, loan nhjp thit nhu xodn dinh, nhip
nhanh thit, rung that vis ngimg tim,

Rt hiém gdp: Dot quy.

Mach mdu

Chuga rd tin sudt: B4 of béo cao trutmg hop bi VTE, bao gdm thuyén
tac phdi (PE) va huyét khai tinh mach sau (DVT).

Phii ni mang thai, thai ky wh tré sa sinh

Chufa rf tdn sudt; HAI chiing cal nghién & tré so sinh, trigéu chifng
ngoai thip.

Hurtmg dédn xireril ADR

Théng bdo cho bidc o5 cic tic dyng khdng momg mudn cla thudc,
Thudc cd thé gdy ra cdc tde dyng khdng mang mudn khde, khuyén bénh
nhdn théng bdo cdc tdc dung khdng mong mudn gdp phdi khi ding
thuse.

11. QUA LIEU VA CACH XU TRI

Khi diing lifu cae & d8i wgng nhay cdm wdi thude an thin kinh,
thudc co-thé gay ra tdc dung ngogi thap va rdi loan gidc ngl

Trong nhiing truéng hop nay, b thé cin gidm lifu hodc nging thudc
iy theo ddnh gid clha bac si.

12. 0AC TINH DUQIC LU'C HOC

MNhém duge ly: Thudc an thin, thutic chéing loan thin,

Ma ATC: NOSALDT.

Cic dirlibu sinh héa, dugc I v lim shng the dugc vdi hai déng phin
ca sulpirid cho thily tic dyung khang dopaminergic & cd trung vong
v ngoal bién Ia do déng phin levosulpirid.

Lewosulpirid 14 mat thude d6i khing chon loc thy thé dopamin D:
hoat d&ng trén cd hal cdp trung vong vi ngoal Wi, 1am tang nhu ddng
rudt va da diy. Hon nia no lim tdng co thit thyc quin dudi v 86
kich thich nhu déng rudt, ddy nhanh tién 46 1am sach da day va giam
tridu chiing dly hai khd tiéu, o chua, nén, trdo Rguge thye quin.

kéo dal khodng QT lam tang nguy o loan nhip tim.

13 .0AC TINH DUGC DONG HOC

Hép thu

Levosulpirid hdp thu nhanh qua duftng tiéu hba khodng 35 -30%.
Néng d6 dinh dat duge 1 3 - 4 gidt sau khi udng,

Phdn b

Thudc phan bé nhanh vao céc mb, qua duge sia me nhung qua hiing
i mau ndo kérm, Thude 1Bn k&t vl protein huydt tugng thip < 4056,
Chuyén hda va thai triv

Thudc thal trlr qua nudc tiéu va phin dudi dang chua chuyén hda.
Thifi giam bdn thai cla thudc khodng 7 - 9 gidn

14. QUY CACH BONG GOI
EVALDEZ-50: Hop & vi x 10 vién,
EVALDEZ-100: Hap 6 vl x 10 vién,

15, DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG
cUA THUSC

Bidu kign bdo quin:

Gl thude trong bao bl giic cba nha sam xudt, diy kin.

£ thufc nai khd rdo, trinh dnh sdng, nhiét 34 khéng qui 30°C vh
mgodi thm vl el tré em.

Han diing: 36 thang ke tir ngay sin xuit.

Tiéu chudin chit lugng: TCCS.

16. NGAY XEM XET s0'A B61, CAP NHAT LAI NOI DUNG HUGNG
DAN SU DUNG THUOC

17. TEN, BIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

n

:
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—

L& M7A, Buding D17, Khu Céng nghiép Mi Phude 1,
Phuémg Thai Hoa, Thi xd B&n Cét, Tinh Binh
Dugng, Wigt Mam

Tel: 0374.3567 687 Faoe: 02743567 688



