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T.0. PHARMA CO.,LTD.
Z T o 101 Soi Ladprao 124 (Sawatdikan) Ladprao Road,
. Phlapphla, Wangthonglang, Bangkok 10310, Thai Lan.

FO RM l S ON Box of 10 blisters x 10 film-coated tablets

Thanh phan: ;
Mai vién chia Tiéu chudn:
Tolperisone HCI 50 mg Nh& sén xut
Bao quan: duwoi 30°C

Chi dinh, chéng chi dinh, lidu ding, D8 xa thm tay tré em
cach ding va cac théng tin khac: Boc kj huweng din sir dung truede khi ding
Xem ir hudng dén sir dung. Khéng ding qué libu st dung
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Rx Thuée ban theo don

FORMYSON

Vién nén bao phim
(Tolperison)

THANH PHAN: M3i vién bao phim chira
Tolperison HE . .cuumanmmmmsmmsiio iy 50 mg

Té duoc: Tinh bdt ngd, lactose, cellulose vi tinh thé, colloidal
silicon dioxide. acid citric, talc, acid stcaric, hydroxypropyl
methylcellulose, erythrosine lake, titan dioxyd, lactose
monohydrate, PEG 6000.

DUQC LUC

Tolperison 1a mét thube gidn co tac dung trung uong, c6 tac dong
phtrc tap.

Nh& 1am bén vimg mang va gdy té cuc b, tolperison irc ché su
dén truyén trong cac soi thdn kinh nguyén phat va cac noron van
d6ng, qua do irc ché duogc cac phan xa da synap va don synap.
Mat khéc, theo mét co ché thir hai, qua sur tic ché dong ca” nhdp
vao synap, ngudi ta cho ring chét nay uc ché giai phéng chit van
chuyen Trong than ndo, tolperison trc ché dudng phan xa luéi -
tay song Tolperison cai thién tudn hoan ngoai bién. Tac dung
lam dé dang tuan hoan khéng phu thudc vao nhiing tac dung gép
trong hé than kinh trung uong; tac dung ndy co thé lién quan dén
tac dung chéng co thit nhe va tac dung khang adrenergic cua
tolperison.

DUQC PONG HOC
Khi uéng, tolperison dugc hdp thu tot qua rudt non. Néng do
dinh trong huyét tuong xuat h|¢n trong vong 0,5 - 1 gi¢ sau khi

diing thude. Do c6 cnuyén hoa déu tién manh, nén sinh kha dung
ctia ché pham nay khoang 20%.

Tolperison dugc chuyen héa manh qua gan va thén. Hop chat nay
duoc thai trir chii yéu qua than (hon 99%) dudi dang chét chuyén
hoa.

Bira 4n giau chit béo c6 thé lam tang sinh kha dung cua
tolperison dudmg udng lén dén 100% va lam ting nong d¢ dinh
trong huyét thanh khoang 45% so vdi bira 4n nhe. Néng d6 dinh
dat duoc sau khi udng khoang 30 pht.

CHI PINH

Diéu tri triéu ching co cimg sau dot quy & ngudi I6n.
LIEU DUNG VA CACH DUNG

Ngudi [6n: 1 -3 vién x 3 lan/ ngay.

Cach ding: Thude duoc udng trong hosc sau bira an.
Cac d6i tuong dic biét:

Péi vai bénh nhan suy than:

- Théng tin vé viée sit dung thude trén bénh nhan suy than con
han ché, tuy nhién da ghi nhdn dugc su gia tang ty 1€ xudt
hlen céc bién cb c6 hai trén nhém bénh nhin nay. Do vy,
dOi v@i bénh nhan suy than mire d¢ trung binh, can xic dinh
tidu cho timg bénh nhan két hop véi theo dbi chat ché tinh
trang bénh va chirc nang than. Khong khuyén cdo sir dung
tolperison trén bénh nhan bi suy than mirc dg nédng.

Déi vai bénh nhan suy gan:

- Théng tin vé viéc sir dung thudc & bénh nhan suy gan con
han ché, tuy nhién d4 ghi nhan duge su gia tang ty & xudt
hién cac bién cé 6 hai trén nhém bénh nhan nay. Do vay,
ddi v6i bénh nhén suy gan mitc d6 trung binh, can xic dinh

liéu cho tirng bénh nhan két hop véi theo ddi chat ché tinh
trang bénh va chic niang gan. Khdong khuyén cdo sir dung
tolperison trén bénh nhén bj suy gan mirc 46 nang.

Péi vai tre em:

- Mirc d6 an tqén va hiéu qua cua tolperison trén tré em van

chua dugce khang dinh.

CHONG CHI DINH _

Mén cam voi tolperison, cac chat c6 cdu tric hoa hoc tuong tu

tolperison hodc céc ta duge. p

Nhuoc co. c%

Phu nit ¢6 thai. 4l

Phu nit cho con bi.

CANH BAO VA THAN TRONG DAC BIET KHI SU DUNG:

Nhuoc co, nhirc ddu, ha huyét ap, buon nén, nén, dau bpng co thé

xay ra khi dung thudc. Ngung ding hay giam liéu khi ¢6 ddu hiéu

dau tién cua cdc triéu chimg do.

Cac phan {mg qua man:
Sau khi lwu hanh trén thi truomg, phan g c6 hai duoc bao
cdo nhiéu nhit vé tolperison la cac phan ung qua man, biéu
hién tir cdc phan (mg nhe trén da dén cac phan (ng ning
toan than nhu séc phan vé. Cac biéu hién c6 thé gap bao -
gdm: ndi ban, min do, may day, ngira, pht mach, mach
nhanh, tut huyét ap, khé tho.

- Nguy co xay ra cac phan (ng qué man thuong cao hrm o niF=
gioi, bénh nhén co tién sir di {rng hodc tién sir qua man véi
thudc khac.

- Cén than trong khi sir dung tolperison ¢ bénh nhan man
cam véi lidocain do c6 thé xay ra phan img chéo.

- Bénh nhan cén duoc khuyén cdo vé kha nang xay ra cic
phan img qua man khi sir dung tolperison. Khi ¢6 bat
biéu hién qua min nao, ¢An ding thude ngay va é;;
chéng tham khao y kién béc sy. é/

- Kh}(‘)ng‘téi su dung‘tolperison d6i voi bénh nhan d curﬁﬁﬁh“
qud mdn vdi tolperison.

S N : U IHUUNu!
PHU NU'MANG THAI VA DANG CHO CONBU: | o1
Sir dung trong théi ky mang thai & cho con bi: R\ c.\\
Trén dong vét, tolperison khéng gy quai thai. \: 727

Vi khéng cé nhimg dit kién 14m sang thich hgp, khéng nén duﬁg._
tolperison cho ngudi mang thai (d4c biét trong 3 thang dau), trir
khi téc dung c6 lgi cho me vuot han bt ky ddc tinh véi phdi c6 the
co.

Tuong tu, ciing vi khéng biét tolperison ¢é dugc bai tiét qua sira
me hay khong, nén khéng diing tolperison trong thoi ki cho con bi.
TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY
MOC
Néu gap tinh trang hoa mit, chong mat, mat tip trung, dong kinh.
nhin md&, hodc yéu co khi' uong tolperison, bénh nhan can xin y
kién tu van clia béc s§.
TUONG TAC THUOC

Cac nghién ciru tuong tic dugc dong hoc trén enzym chuyén

héa CYP2D6 véi co chit dextromethorphan cho thdy sir dung déng
thdi tolperison c6 thé lam tang néng do trong mau cua cac thude
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(

chuyén héa chii yéu qua CYP2D6 nhu thioridazin, tolterodin,
venlafaxin, despiramin, dextromethorphan, metoprolol nebivolol,
perphenazin. Céac nghién citu in vitro trén cac tiéu thily gan va té
bao gan nguoi khong cho thay ¢6 sur (e ché hay cam (g trén cac
isoenzyme CYP khac (CYP2B6, CYP2CS8, CYP2C9, CYP2CI9,
CYPIA2, CYP3A4).

Nguoc lai, néng doé tolperison khéng bi anh huong khi sir
dung déng thoi v6i cac thudc chuyén hoa qua CYP2D6 do
tolperison cé thé chuyén hoa cac con duong khac.

Sinh kha dung cua tolperison bi giam néu khong udng thude
cling bira an, nén udng thude cling bira dn hoac ngay sau khi an.

Tolperison }a thudc gidn co iac dunig trung wong it ¢ tac dung.

an than.

Trong truomg hop ding ddng thoi tolperison cung voi cac
thuoc gian co tdc dung trung vong khéc, nén cdn nhéc giam liéu
tolperison néu cén.

Tolperison c6 thé lam tang tac dung cua acid niflumic, do d6
cin can nhac giam lieu acid niflumic hay cac NSAID khéc khi
dung dong thoi vdi tolperison.

TAC DUNG KHONG MONG MUON

- Céc téc dung khong mong mudn khi sir dung tolnerison chu
yéu 1a cac biéu hién trén da, mo dudi da, cac roi loan toan
than, réi loan trén than kinh va réi loan tiéu hoa.

- Phéan img qua [nin: !‘15!] hét cac phan (mg déu khong nghiém
trong va co thé tu hoi phuc, Rat hiém gap cac phan img qua
man de doa tinh mang.

- LAn 16n (rat hiém gap)
- Tang tiét m hoi (hiém gap)

Tl kéng bdo cho bdc sy cdc tdc dung phu gdp phdi khi sir dung
thube.

QUA LIEU VA XU TRi
Tolperison khdng c6 thudc giai dé¢ dac higu. Truong hop qué lidu,
nén diéu trj hd trg va diéu tri triéu chimg.
QUI CACH PONG GOI: Vién bao phim. Hop 10 vi x 10 vién.
HAN DUNG: 24 thang ké tir ngay san xuat.
BAO QUAN: O nhiét d6 dudi 30°C. Tranh anh sang.
TIEU CHUAN: Nha san xuit,

Dé xa tam tay tré em

Doc kj hudng dan sir dung trudc khi ding.
Néu can thém théng tin, xin hoi y kién bac sy,
Thuéc nay chi ding theo sw ké don cua thdy thudc.

San xudt boi: T.O. PHARMA CO., LTD.

101 Soi Ladpraol24 (Sawatdikan) Ladprao Road, Phlapphla,
Wangthonglang, Bangkok 10310, Thailand.

PHO CUC TRUBNG

Nouyin Vin Chank




