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MAU BAO Bi XIN DUYET

1.Nhan hép:13,3x5,7x2,0 (cm)
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Rx - Prescription only medicine
Mvotalvi 0
‘-X‘perisone hydrochloride 50 mg
s Box of 3 blisters x 10 film-coated tablets n
ROUSSEL VIETNAM
s == e
THUBC UONG ORAL ROUTE
Chi dinh, chéing chi dinh, liu lugng, cach ding: i dosage.
in doc 1 hudng dén audung. see leafiat.
DE XA TAM TAY TRE EM. ' KEEP OUT OF THE REACH OF CHILDREN.
BOC KY HUOGNG SUDUNG TRUGC KHI DUNG. READ CAREFULLY THE LEAFLET BEFORE USE.
Bdo quan dudi 30°C, tranh anh sang, Store away from light and heat (below 30°C),
2. Nhan vi: 12,7 x5,5 (cm) Ngay2fthang 40 nam 201¥

Giam Péc

{yic 50 Ifl};otalvic 50 Mvotalvic 50 I?I_Xo%

olperisone hydrochloride...50 mg Tolperisone hydrochioride...50 mg
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Ghi chu : S6 16 SX, Han dung dugc dap ndi trén vi
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Tolperison
Vién bao phim

THANH PHAN

MYOTALVIC 50

Tolperison hydroclorid ..o 50 mg
MYOTALVIC 150

Tolperison hydroclorid .......ccocevieisiieniiii s 150 mg
T O o L S T G A U s via da 1 vién
(Lactose, tinh bdt ngd, microcrystallin cellulose 101, PVP K30, DST,
magnesi stearat, hydroxypropyl methyl cellulose 606, titan dioxyd,
green mint, quinolein yellow, PEG 6000, tween 80, b6t talc).

DANG TRINH BAY

Vién bao phim. Hop 3 vl x 10 vién.

DUGC LUC HOC

Myotalvic 1a mot thudc gidn cd tdc dung trung uong. Cd ché tic dung
chinh xac clia tolperison chua rd hoan toan. Myotalvic (¢ ché cac
phan xa don synap va da synap & tly séng béing cach Uc ché sy kiém
soat cac té bao thdn kinh van dong va cac day thdn kinh huéng tam.
Myotalvic tic ché sy phéng thich cac chat dan truyén than kinh va can
tré hoat dong clia hé ludi-tiy séng trong than nao lam giam co cing
¢, Thudc con cdi thién tudn hoan ngoai vi.

DUGC PONG HOC

Tolperison dugc hap thu tdt sau khi udng. Bira &n giau chat béo cé thé
lam tang sinh kha dyung clia tolperison dudng udng Ién dén 100% va
lam tang néng do dinh trong huyé&t thanh khoang 45% so vdi blta &n
nhe. Néng d6 dinh dat dugc sau khi udng khodng 30 phat. Sinh kha
dung dudng udng chi khoang 20% do thudc chiu chuyén héa budc dau
manh. Tolperison dugc dao thai gan nhu hoan toan qua than dudi
dang céac chat chuyén hoa,

CHI BINH

Thuéc dugc ding dé diéu tri triéu ching co clng sau dot quy & ngudi
Ign.

CHONG CHI BINH

- Tién sl qua man vdi tolperison, cac chat ¢ cdu tric hoa hoc tudng
ty eperison hodc cac ta dugc.

- Bénh nhugc cd nang (mdt bénh mién dich c6 kém yéu co).

LIEU LUGNG VA CACH DUNG

Ngudi Idn: liéu binh thuéng clia Myotalvic 50 mg la 1-3 vién mbi lan,
udng 3 1dn mot ngay, trong hodc sau bita an.

- D&i vdi bénh nhan suy than: théng tin vé viéc sit dyung thudc con han
ché, tuy nhién da ghi nhan dugc sy gia tAng ty I& xudt hién cac bién cd
¢6 hai trén nhom bénh nhan nay. Do vay, ddi vdi bénh nhan suy than
miuic dé trung binh, cdn xac dinh liéu cho ting bénh nhan két hgp vdi
theo doi chat ché tinh trang bénh va chiic néng than. Khang khuyén
céo si dung tolperison trén bénh nhan bj suy than mic dé ning.

- D&i vdi bénh nhan suy gan: théng tin vé viéc si dyung thudc con han
ché, tuy nhién da ghi nhan dugc sy gia tang ty 1& xuat hién cac bién c6
c6 hai trén nhém bénh nhan nay. Do vay, d6i vdi bénh nhan suy gan
muic do trung binh, cin xac dinh liéu cho ting bénh nhan két hgp vai
theo ddi chat ché tinh trang bénh va chic nang gan. Khang khuyén
cao s dung tolperison trén bénh nhan bj suy gan muc do néng.

- D&i vdi tré em: muc d6 an toan va hiéu qua cla tolperison trén tré
em van chua dugc khéng dinh.

CANH BAO VA THAN TRONG DAC BIET KHI SU DUNG

Céac phan Ung qua man:

- Sau khi luu hanh trén thi truding, phan Ung co hai dugc bdo cdo
nhiéu nhat vé tolperison la cdc phan (ng qua man, biéu hién ti.e8

phan (ng nhe trén da dén cac phan Ung nang toan than nhiyso

vé, Céc bidu hién cé thé gip bao gdm: ndi ban, man 4%
ngua, phu mach, mach nhanh, tut huyét ap, kho thd, :
- Nguy co x&y ra cac phan ung qua man thu‘dng cao
bénh nhan c6 tién sl dj 'ng hoic tién sl qua man vai th

an i gioi
&8¢ Khc,

- C4n than trong khi s dyng tolperison ¢ bénh nha n}an cﬁm vdi

lidocain do cé thé xay ra phan ng chéo. \ Vo
- Bénh nhan cdn dugc khuyén cdo vé kha nang xay ra ¢
qua man khi s dung tolperison. Khi cé bat ky biéu hién qua ?nén naoj-

cén dung thudc ngay va nhanh chéng tham khao ¥ kidnbdgst,

- Khéng tdi st dung tolperison d&i vdi bénh nhéﬂﬁ&ﬂw@ﬁﬂﬁdNG

vdi tolperison.
PHU NU €O THAI VA CHO CON BU

A [
Phu ni@ cé thai: phai theo sat chl din cla thmﬁ)im M

thang dau.
Phu ni cho con bu: khéng nén dung Myotalvic trong khi dang nudi
con béng siia me.

phén r.tng

NEN HOI Y KIEN BAC ST HOAC DUGC ST TRUGC KHI DUNG BAT
cU LOAI THUGC NAO

LAI XE VA VAN HANH MAY MOC

N&u gap tinh trang hoa mat, chéng mét, maét tap trung, déng kinh, nhin
mé, hodc yéu co khi ubng tolperison, bénh nhan cén xin ¥ kién tu vén
clia bac si.

TUONG TAC THUGC

Céc nghién ciu tuong tac dugc dong hoc trén enzym chuyén hoa
CYP2D6 vdi co chidt dextromethorphan, cho thdy sl dyng déng thai
tolperison c6 thé lam tang néng dé trong mau clia cac thudc chuyén
héa chll yéu qua CYP2D6 nhu: thioridazin, tolterodin, venlafaxin,
despiramin, dextromethorphan, metoprolol, nebivolol, perphenazin. Cac
nghién cdu in vitro trén cac tiéu thiy gan va té bao gan ngudi khéng
cho thdy cé sy Uc ché hay cadm (ng trén cac isoenzym CYP khac
(CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP1A2, CYP3A4).

Ngudgc lai, ndéng dd tolperison khéng bi anh hudng khi si dung déng
thoi v6i cdc thudc chuyén hoa qua CYP2D6, do tolperison cé thé
chuyén héa céc con dudng khac.

Sinh kha dung clia tolperison bj gidm néu khéng udng thudc cling bita
an, nén udng thubc cung bifa &n hodc ngay sau khi an,

Tolperison 1a thudc gian cd tdc dyng trung uong it co tac dung an thén
Trong truéng hgp ding déng thai tolperison cung vdi thudc gian co tac
dung trung uang khac, nén can nhéc gidm liéu tolperison néu can.
Tolperison ¢6 thé 1Am tang tac dung cla acid niffumic, do d6 can can
nhic giam lidu acid niflumic hay cdc NSAID khac khi ding déng thdi
vdi tolperison.

PE TRANH CAC TUONG TAC CO THE XAY RA, PHAI LUON LUON
BAO CHO BAC STHOAC DUGC STMOQI THUSC KHAC BANG DUNG
TAC DUNG KHONG MONG MUGN

Céc tac dung khéng mong mudn khi st dung tolperison chli yéu la cac
bidu hién trén da, md dudi da, cdc r8i loan toan than, r8i loan trén than
kinh va r&i loan tiéu hoa.

Dai khi bj yéu cd, nhdc ddu, buén ndn, 6i mifa va cac triéu chiing bat
8n & byng, hiém khi cé cac phan (ng qua man nhu ngita, man dé da,
Phan Ung qua man: hdu hét cdc phan Ung qua man déu khdng
nghiém trong va cé thé ty hdi phuc. R&t hiém gdp cac phan Ung qua
mén de doa tinh mang.

Trong truéing hgp n&ng cé thé gap kho thd, tut huyét ap, tryy mach.
Céc tac dung phy s& qua hét khi giam liéu,

Lan 16n (rat hiém gép).

Tang ti§t mé héi (hi€m gap).

THONG BAO CHO BAC STHOAC DUGC STMQI TAC B
MONG MUSN GAP PHAI KHI SU DUNG THUSC NAY\
sU DUNG QUA LIEU

R4t hiém gap cac di liéu vé nhing triéu ching qua I|é\§ BJa
nhan trong y vdn nhiing trudng hgp tré em udng dén 0.m ma
khéng cd triéu ching ngd doc nghzém trong nao ngoa;l hl 7 gng
kich (fng. Thi nghiém tién |am sang vé doc tinh cdp. ducmgi! g vai
liéu cao da ghi nhan céc triéu ching nhu that diéu,- coglat ng-run,
khé thd va liét hd hip. Khéng cé thudc gidi doc dac A
cac bién phéap diéu tri triéu chung va diéu trj hd trg.
BAO QUAN: noi khd thoang, nhiét do dudi 30°C, tranh dnh sang.
HAN DUNG: 24 thang ké tif ngay san xuét.

San xuét theo TCCS.

DE XA TAM TAY TRE EM

DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
THUOC BAN THEO BON

San xuét tal Céng ty ROUSSEL VIET NAM
S6 1, dudng sé 3, KCN Viét Nam Singapdre, Thudn An, Binh Dudng
76608-A

TP. H6 ChiMinh, ngay 0% thang 0% namz2013
Giam Béc




