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Tolperisone hydrochloride 150 mg . Pantone 485G
} . Pantone 355C

Box of 3 blisters x 10 film-coated tablets n
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~ THUGC UONG ORAL ROUTE
Chi dinh, cach dung, chéng chi dinh va cac théng tin Indications, administration, contraindications and other
khac: xem trong td hudng dan st dyng thudc kém theo information: see leaflet
Bé XA TAM TAY TR_é EM KEEP OUT OF REACH OF CHILDREN
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG READ CAREFULLY THE LEAFLET BEFORE USE
Bao quan noi khé, dudi 30°C, tranh anh sang Store in a dry place, below 30°C, away from light
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Rx

MYOTALVIC® 150

Tolperison hydroclorid 150 mg
Vién nén bao phim

DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
THUOC NAY CHi DUNG THEO BON THUGC

THANH PHAN CONG THUC THUOC

- Thanh phéan hoat chat:

Tolperison hydroclorid............c.cu....... 150 mg
- Thanh phén ta dugc:

T4 dUGC ....covveve e VA A0 1 ViED

(Lactose, microcrystallin cellulose, acid citric, era tab, natri starch glycolat, magnesi stearat, HPMC

606, lipoxol, titan dioxyd, tween 80, bt talc).

DANG BAO CHE

Vién nén bao phim hinh tron, mau tring, hai mat khum.

CHi BINH

Myotalvic® 150 dugc dung dé diéu tri triéu chiing co cling co sau dét quy & ngudi I6n.

LIEU DUNG, CACH DUNG

Udng tolperison 150 - 450 mg/ngay, chia thanh 3 Ian, tly thudc vao nhu cdu va dé dung nap cla

bé&nh nhan.

Cach dung: thuc dugc udng trong hodc sau bita dn véi mot coc nudc.

Céc déi twgng dic biét:

- D68i v6i bénh nhan suy than: thong tin vé viéc st dung thudc trén b&nh nhan suy thdn con han
ché, tuy nhién da ghi nhan dugc sy gia ting ty I& xudt hién cac bi&n c¢d cd hai trén nhém bénh
nhan nay. Do vdy, ddi v6i bénh nhan suy thdn mic do trung binh, cin xac dinh liéu cho tiing bénh
nhan két hgp v6i theo doi chat ché tinh trang bénh va chifc ndng than. Khong khuyé&n cdo st dung
tolperison trén bénh nhén bi suy thdn mic d6 nang.

- D6i véi bénh nhan suy gan: thong tin v& viéc st dung thudc & b&nh nhan suy gan cdn han ché,
tuy nhién da ghi nhan dugc sy gia ting ty |18 xudt hién cac bién ¢ co hai trén nhdm bénh nhan
nay. Do vay, doi v6i bénh nhin suy gan mdc dd trung binh, cin xac dinh liéu cho tiing b&nh nhan
két hop véi theo doi chidt ché tinh trang bénh va chic ning gan. Khdng khuy&n cdo s dung
tolperison trén b&nh nhan bi suy gan mdc d6 ndng.

- Ddi v6i tré em: mic do an toan va hiéu qua cla tolperison trén tré em van chua dudc khing dinh.
CHONG CHi DINH
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- Man cam Vi tolperison, cic chdt cd cdu tric hda hoc tuong tu eperison hodc cdc ta dugc.

- Nhugc co ndng.

CANH BAO VA THAN TRONG KHI DUNG THUGC

e Cac phan (ing qué man:

- Sau khi luu hanh trén thj trudng, phan (ng cd hai dugc bdo cdo nhigu nhat vé tolperison 12 cac
phan (ing qua man, biéu hién tir cac phéan (ng nhe trén da d&n cac phan Gng ning toan than nhu
soc phan vé. Cac biéu hién c6 thé gdp bao gdm ndi ban, mdn dd, may day, ngiia, phi mach,
mach nhanh, tut huyét ap, kho thé.

- Nguy o xay ra céc phan (ing qua man thudng cao hon & nii gi6i, b&nh nhan c6 tién s di ting
hoic tién s qua man v6i thudc khac.

- Can than trong khi sk dung tolperison & bé&nh nhin man cam véi lidocain do c6 thé xay ra phéan
ing chéo.

- Bénh nhin can dugc khuyén cdo vé khd ning xay ra cdc phan ng qué man khi si dung
tolperison. Khi ¢ bat ky bigu hién qua min nao, cdn dimg thusc ngay v nhanh chéng tham khao
y kién bac sT.

- Khong tai sl dung tolperison d6i v6i bénh nhin d3 tiing bi qud man véi tolperison.

e LUy ddc biét:

Do thanh phan cé lactose

B&nh nhan bj r6i loan dung nap véi mdt sO loai dudng cin lién hé véi bac sy trubc khi st dung

thudc nay.

B&nh nhan bi r6i loan di truyén hi€m gdp nhu khong dung nap galactose, thigu hut lactase hoan

toan hodc kém hap thu glucose- galactose khdng nén dung thudc nay.

Ché& phdm nay cling chifa t& dugc titan dioxyd.

S’ DUNG THUGC CHO PHY NO CO THAI VA CHO CON BU

Phu nif ¢6 thai: trong cac th{ nghiém trén dong vat, tolperison khong gay quéi thai. G chugt cong

va tho, ddc tinh v6i phoi xudt hién sau liéu udng 500 mg/kg thé trong va 250 mg/kg thé trong theo

thi tu tuong Ging. Tuy nhién, nhiing liéu nay cao hon liéu diéu tri gap nhiéu Ian.

Do thi€u dif ligu 1am sang thich hgp, khdng nén sit dung tolperison cho phy nif mang thai (dic biét

trong 3 thang du clia thai ky) trir khi tic dung c6 Igi cho me vugt h&n so véi nguy co cho thai.

Phy nif cho con bii: Khong rd tolperison cd tiét vao sita me hay khong, do dé khéng dung

tolperison trong thai ky cho con bu.

ANH HUGNG cUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC

- Myotalvic® 150 khong anh hubng I&n kha ning I4i xe va van hanh may.

- N&u gdp tinh trang hoa mdt, chdng mat, mat tdp trung, dong kinh, nhin md, hodc y&u co khi udng
tolperison, bénh nhin can xin y kién tu vin clia bac sy.

TUGNG TAC, TUONG KY CUA THUGC

Tuong téc ciia thudc

- C4c nghién ciiu tudng tdc dugc dong hoc trén enzym chuyén héa CYP2D6 v6i co chat
dextromethorphan cho thdy st dung déng thdi tolperison c6 thé 1am tiing ndng do trong méau clia
cac thudc chuyén hoa chli y&u qua CYP2D6 nhu thioridazin, tolterodin, venlafaxin, desipramin,
dextromethorphan, metoprolol, nebivolol, perphenazin. Cac nghién ciiu in vitro trén cac tiéu thuy
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gan va t& bao gan ngudi khdng cho thdy cd sy (c ché hay cam (ng trén cac isoenzym CYP khéc
(CYP2B6, CYP2C8, CYP2C9, CYP2C19, CYP1A2, CYP3A4).

- Ngugc lai, néng dd tolperison khdng bi &nh hudng khi sif dung déng thai véi cac thubc chuyén héa
qua CYP2D6 do tolperison c6 thé chuyén héa cac con dudng khac.

- Sinh kha dung cla tolperison bi gidm néu khong udng thudc cling bifa dn, nén udng thudc cling
biia dn hodc ngay sau khi an.

- Tolperison 12 thudc gidn co tac dung trung uong it co tac dung an than.

- Trong trudng hop dung ddng thdi tolperison clng véi cac thudc gidn co téc dung trung uong khac,
nén can nhic gidm liéu tolperison néu can.

- Tolperison ¢6 thé lam ting tac dung cla acid niflumic, do dé cin cin nhic giam liéu acid niflumic
hay cadc NSAID khac khi dung dong thdi véi tolperison.

Tuong ky ciia thude

Do khdng c6 cic nghién ciiu v& tinh tuong Ky clia thudc, khong tron 1an thudc nay véi cac thudc

khéc. '

TAC DUNG KHONG MONG MUGN CUA THUGC

- C4c tac dung khdng mong mudn khi sii dung tolperison chil y&u Ia céc bidu hién trén da, mo duti
da, cac réi loan toan than, rdi loan trén thin kinh va rdi loan tiéu hda.

- Phan (ing qud man: hdu hét c4c phan (ng nay déu khdng nghiém trong va c6 thé ty hdi phuc. R4t
hi&m gip cac phan Gng qua man de doa tinh mang.

- It gdp: y&u co, mét méi, dau ddu, chong mat, ha huyét ap nhe, budn nén, kho chiu & bung. Cac
tac dung khdng mong mudn nay thudng bién mat khi gidm liéu.

- Hi€m gdp: phan Gng qua man (ngla, hdng ban, ngoai ban, phi mach, sdc phan vé, khé thd) va
tdng tiét md hoi.

- R4t hi&m gdp: 1An 16n.

QUA LIEU VA CACH XU TRi

- Dt liéu v& qué liéu cha tolperison 1a rat hi€m. Tolperison c6 khodng tri liéu rong. Liéu hang ngay
cao nhat ghi trong y vin I&n t6i 800 mg ma khdng c6 triéu chiing nhiém ddc trdm trong nao. Co
gip hién tugng kich (ing sau khi diéu tri cho tré em véi li€u udng 300 - 600 mg mdt ngay. Trong
nhiing nghién ciiu ddc tinh cdp tién 1am sang, thi liu cao tolperison co thé gay that diéu, co giat
cling - run, kho thd, ligt ho hap.

- Tolperison khdng c6 thudc gidi doc ddc hiéu. N&u gdp qué liéu, nén diéu tri hd trg va diéu chinh
triéu ching.

PAC TINH DUGC LUC HOC

- Nhém dugc 1y: thudc gidn co tdc dung trung uong.

- Ma ATC: M03BX04

- Tolperison 13 mét thuSc gidn co tac dung trung uong. Co ché hoat dong chinh xdc cla tolperison
chua rd hoan toan.

- Nhd tic dung 8n dinh mang t& bao va gay t& cuc bd, tolperison (¢ ché su dan truyén trong cac
soi than kinh nguyé&n phét va cac no-rén vin dong, qua do Gc ché dugc cac phan xa da synap va
don synap. Mt khac, theo mdt co ché th(: hai, qua sy Gc ché dong Ca2* nhap vao synap, ngudi ta
cho ring chat nay Gc ché gidi phong chat din truyén than kinh. Trong thin nio, tolperison Gc ché
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dudng phan xa Iudi tly séng. Trén cic md hinh dong vat khac nhau, ché phdm nay co thé 1am
gidm truong luc co dd ting va sy co ciing sau khi mat ndo.

- Tolperison cai thién tudn hoan ngoai bign. Cac tic dung cdi thién tudn hoan khdng phu thudc vao
nhiing tic dung quan sat thay trén hé than kinh trung uong; tic dung nay co thé lién quan dén tac
dung chdng co thit nhe va tac dung khang adrenergic cla tolperison.

PAC TiNH DUGC BONG HOC

- Khi ung tolperison dugc hap thu t6t 6 rudt non. Nong do dinh trong huyét tuong dat duge tr 0,5
- 1 gid sau khi udng. Do chiu sy chuy&n héa I&n ddu manh, sinh kha dung cla thudc dat khoang
20%. Bifa &n giau chdt béo c6 thé lam ting sinh khd dung cla tolperison dubng udng I&n dén
100% va lam ting ndng dd dinh trong huyét thanh khodng 45% so vGi bira dn nhe, nong do dinh
dat dugc sau khi udng khoang 30 phit.

- Tolperison bi chuyén hda manh bdi gan va than. N6 dugc thai trir chl y€u qua than (trén 99%)
dudi dang cac chat chuyén hoa.

- Chua r§ hoat tinh dugc Iuc clia cac chat chuyén héa.

QUY CACH BONG GOI

HOp 3 vi x 10 vién nén bao phim .

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUGC

B4o quan nai kho, nhiét do dugi 30°C, trdnh &nh séng.

Han dung: 36 thang k& tif ngay san xudt.

Tiéu chudn chat lugng: TCCS

San xuit tai CHI NHANH RESANTIS VIET NAM - CONG TY TNHH MOT THANH VIEN DUQC SAl

GON

S6 01 VSIP, dudng s6 3, khu cong nghiép Viét Nam - Singapore, phuting Binh Hoa, thanh phd

Thuan An, tinh Binh Duong, Viét Nam
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Tp HCM, ngay +9 thang 44 ndm 2024
Dai dién hop phap cilia co s dang ky
GIAM DOC
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