https://trungtamthuoc.com/

DA PHE DUYET

Lin du: ! /. LofR

BO Y TE
CUC QUAN LY DUGC

*35N 310 Jaq SUOTDNAUI
Buduedwodze ayipeas Ajnjasey

‘UBIP Iy Jo yoeas jo Ino daay

bwos NOSIdOaIW

S3IqE) PO WY

HYHdVIVH
Ol X sJms||q £ Jo x08

Buipg puoposphy uosiadjol

bwos NOSIdOAIW

aurmpalu Ajuo vondnoasard '\d

LAk

A7 10H £H DUOQ EH ‘ayy e

AON T d1 BUeE BH 2y B1

FET W RINIWINYHAG AYLYH
SAVLYH WYHA 2000 472 AL DNOD
AQ PRINIYELNUERN/IE] JETUES

TGl ALOpa 00y d AP B Ub 30005 L0f LOND QP 1LY Oy 10N
ebrioiguenb org

IS PAIROD WA [T 1y b sissdi N gipa 20onp gy
Buagg = : APUGIY 01 PAY WOsLIEO]
SUIRINOD 130R] PAPOT LY YIRTRD Wiyl o8 Ugia iy

wenisedwoy ugyd yueyl

wiyd oeq uIA

\ HYHJVIVH
URIA OL X jA £ dOH

Bwigs puopoipiy uosiiadjoy

bwos NOS3IdOoaIn

U0 OB VG 20MmUL \d

e g QM

(2120 BN XS ARDN
HON 00 X5 ¢ 95

top Bay)l Nas

S INIRIOURH S0
BUTIUATTE L T LT T

"SISO AIFHIS T IHL MOTI0A

HHNIA IHD 1317 Y00 ONNT DNOHN

Iprsun Liasu) abeyred sy 296 dGy Ouoiiugg
IPNYL BUNP 5 UEP DUPHY 1 LUSK UO) RIS DY
abesng 'SUCIEI PUIRIIUO) 'SUOIIEMPUY

sBunp ner1-Gunp Yaed Yuip jp Suoyd Yuip gy

! onm ot yrau
h;{“‘/"/lgnﬁd/oa“ (m;‘ ﬂ"'“ M oporeh
p \ \.‘
£ wos et
o
i ol W 905
mrll‘“ lM \‘ﬁl‘mml*
D w2 .1 A
3% NL‘“ - f:&‘“' un'\il ‘. c.l" N ﬂ\f‘ m‘,mu"“
it gt P2 qg‘\ nm""“ ‘ h.m' ‘ “ Gad
o o6 nOE ‘ “ WO
Wk .,vt i‘
st = e .m"“" W
Bﬂ‘ g WP " "” - e wisY B
o : .‘,‘ % muu I‘N(MH N‘" ru\l’ﬂ' 11
L .»rw Bwok

1l
INL ur X

40 N\“""
M"‘" Nt

L

MIDOPESON 50mg

£ xa tam tay cua tré em,
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Yo am
AT 17 cone TV N2\
Hudng dan sv dung thuéc: (<[ coewA =)
Thuéc béan theo don. \a\ DUOC PHAM 7/
MIDOPESON \e\ HA TAY /8
N4 p—

- Dang thuéc: Vién nén bao phim. T
- Qui cach déng g6i: Hop 3 vi x 10 vién.
- Thanh phan: Mbi vién nén bao phim chia:

Tolperison hydroclorid 50mg

T4 duge vd lvién
(T dugc gom: Tinh bot sdn, povidon, lactose, gelatin, magnesi stearat, nipasol,
nipagin, bét talc, titan dioxyd, PEG 6000, hydroxypropyl methylcellulose, nuéc
tinh khiét, ethanol 96%).
- Cac dac tinh duoc hrce hoc:

* Tolperison 1a thudc gian co tic dung trung uong c6 tic dung phiic tap.

* Nho lam bén vitng mang va géy té cuc bo. Thuéc tc ché su dan truyén trong
cdc soi than kinh nguyén phat va céc noron van dong qua d6 tc ché dugc cic
phan xa da synap va don synap.

* Mat khac theo mot co ché thit hai, qua su c ché dong Ca®* nhap viao synap.
Trong than nao, thudc tc ché dudng phan xa ludi-tuy song. Thudc ¢6 tic dung cai
thién tudn hoan ngoai bién.

- Cac dac tinh dugc dong hoc:

Thu6c dugc hdp thu t6t & ruot non. Thudc dat néng do dinh trong huyét
twong sau khi u6ng khoang 0,5-1 gi® sau khi uéng. Do c¢6 chuyén hod diu tién
manh, nén sinh khéa dung clia ch& phdm nay khoang 20%. Thudc duge chuyén hod
manh qua gan va than. Thu6c dugc théi trir chii yéu qua than (hon 99%) du6i dang
chat chuyén hod.

Bita an giau chat béo c6 thé lam tang sinh kha dung ciia tolperison dudng ——
uong lén dén 100% va lam tang ndng do dinh trong huyét thanh khoang 45% so véi
bita an nhe. Nong d6 dinh dat dugc sau khi ung khoang 30 phiit
- Chi dinh: Diéu tri triéu ching co cing sau dot nguy & ngudi 16n.

- Cach dung - Liéu dung: Thuéc dugc uéng trong hoic sau bita an.

* Nguoi lon: Uong mdi lan 1 - 3 vién x 3 14n/ ngdy tuy theo nhu cdu va dung nap
cla timg nguoi bénh.

* Cdc doi twong ddc biét:

- D6i v6i bénh nhan suy than:

Thong tin vé viéc sit dung thudc trén bénh nhan suy than con han ché, tuy nhién da
ghi nhan dugc sy gia tang ty 1& xudt hién cdc bién co ¢ hai trén nhém bénh nhan
nay. Do vay, d6i v6i bénh nhin suy than mic d6 trung binh, cin xéc dinh li€u cho
timg bénh nhan két hgp véi theo doi chat ché tinh trang bénh va chitc nang than.
Khong khuyén cdo sit dung tolperison trén bénh nhan bi suy than mitc d nang.

- DB6i v6i bénh nhén suy gan:

Thong tin vé viéc sit dung thudc trén bénh nhan suy gan con han ché, tuy nhién da
ghi nhan dugc su gia tang ty & xudt hién cic bién c6 ¢ hai trén nhém bénh nhan
nay. Do vay, d6i véi bénh nhan suy gan mitc d¢ trung binh, cin xdc dinh li€u cho
timg bénh nhan két hgp vdi theo d6i chat ché tinh trang bénh va chiic nang gan.
Khéng khuyén cdo sir dung tolperison trén bénh nhan bi suy gan muc d¢ nang.

- Miic do an toan va hiéu qua cua tolperison trén tré em van chua dugce khang dinh
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(Thudc nay chi ding theo su ké don ciia thdy thuce)|=| COPHAL 1<)

- Chong chi dinh: L\ 0UGC PHAN N
Mén cam véi tolperison, cdc cht c6 cdu tric héa hoc twong tu eperison o i 1'{1\%/”
dugc. Nhuoc co N0 - 127
Chong chi dinh twong doi: Phu nit ¢6 thai (Dac biét 3 théng ddu), phu ni dang cho

con bu.

- Thén trong:

Cac phan ing qui mén:

+ Sau khi lwu hanh trén thi trudng, phan ing c6 hai dugc bdo cdo nhiéu nhat vé
tolperison la cic phan {ing qua mén, biéu hién tir cic phan g nhe trén da dén cic
phin (ng nang toan than nhu s6c phin vé. Céc biéu hién c6 thé gap bao gém ndi
ban, man do, may day, ngifa, phit mach, mach nhanh, tut huyét 4p, khé thd.

+ Nguy co xdy ra cdc phan Gng qud mén thudng cao hon & ni gidi, bénh nhan c6
tién sir di ting hodc tién sir qua mén véi thusc khic.

+ Cén than trong khi sir dung tolperison & bénh nhan mén cam véi lidocain do ¢
thé xay ra phan ing chéo.

+ Bénh nhén can dugc khuyén cdo vé kha nang x4y ra cdc phan \ing qua mén khi sit
dung tolperison. Khi c6 bét ky biéu hién qui min ndo, cén dirng thusc ngay va
nhanh chéng tham khao y kién b4c si.

+ Khong tii st dung tolperison d6i v6i bénh nhan da ting bi qui min véi
tolperison.

- Sir dung cho phu nir ¢6 thai hozc cho con bi: Khong diing.

- Téc dong cua thudc khi lai xe hoac van hanh may méc: Thudc khong gay budn
ngu. Néu gap tinh trang hoa mét. Chéng mat, m4t tap trung, dong kinh, nhin mg,
hoac yéu co khi uéng tolperison, bénh nhan cén xin ¥ kién tu van ctia bic sy.

- Tac dung khong mong muén cia thuéc:

+ Cdc tdc dung khong mong muén khi sir dung tolperison chii y€u la cdc biéu hién
trén da, mo6 duéi da, cic rdi loan toan than, r6i loan trén than kinh va r6i loan tiéu
héa.

+ Phan \ing qud mén: Hau hét cic phan tng déu khong nghiém trong va c6 thé tu
hoi phuc. Rat hi€m gip cdc phan tng qué méin de doa tinh mang.

+ Lén 16n (rdt hi€ém gap).

+ Tang ti€t mo6 hoi (hi€ém gap).

* Ghi chii: "Néu cdn thong tin xin héi y kién ciia bdc s va thong bdo cho bdc si
nhitng tdc dung khong mong mudn gap phdi khi sit dung thuoc".

- Tuong tac thuéc:

Cdc nghién ciu tuong tac duge dong hoc trén enzym chuyén héa CYP2D6 véi co
chat dextromethorphan cho théy sit dung déng thdi tolperison c6 thé lam tang néng
do trong mau cha cic thudc chuyén héa chit yéu qua CYP2D6 nhu thioridazin,
tolterodin, venlafaxin, despiramin, dextromethorphan, metoprolol, nebivolol,
perphenazin. Céc nghién citu in vitro trén cdc tiéu thity gan va t€ bao gan nguoi
khong cho thaly c6 su ¢ ch€ hay cAdm ing trén céc isoenzyme CYP khac (CYP2B6,
CYP2C8, CYP2C9, CYP2C19, CYP1A2, CYP3A4).

Ngugc lai, néng d¢ tolperison khong bi anh hudng khi sir dung déng thdi véi céc
thuGc chuyén héa qua CYP2D6 do tolperison c6 thé chuyén héa cic con dudng
khac.
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Sinh kha dung cua tolperison bi gidm néu khong uéng thudc cing bita an, nén udng
thudc cung bita dn hoac ngay sau khi an.

Tolperison 1a thudc gian co tic dung trung vong it ¢6 tic dung an thén.

Trong truong hop diing dong thdi tolperison ciing véi céc thusc gian co tic dung
trung wong khac, nén can nhéc giam liéu tolperison néu can.
Tolperison c6 thé 1am tang tic dung ciia acid niflumic, do d6 cin can nhéc giam liéu
acid niflumic hay cdc NSAID khéc khi ding déng thai tolperison.
- Qua liéu - cach xir tri:
* Triéu chimg: Nhimg dit kién vé qud liéu cta thuéc rat hiém. Thudc c6 gidi han
di€u tri rong, it gay triéu ching qué liéu. Ngay c4 khi ding liéu udng cho tré em
600mg/ngay cting khong c6 triéu ching nhiém déc trdm trong nio.

Co gap hién tuong kich tng sau khi di€u tri tré em véi liéu uéng 600mg. Trong
nghién citu doc tinh cdp tién lam sang, liu cao thudc cé thé gay that diéu, co giat
ciing - run, khé thd, liét ho hép.

* Xit tri: Thuoc khong 6 thudc gidi doc dac hiéu, néu gap trudng hop qué lidu nén
diéu tri ho trg va diéu tri triéu ching.
- Han dung: 24 thing tinh tir ngay san xudt. Khong ding thuéc da qud han sit
dung.
* Luu y: Khi thdy vién thu6c bi 4m méc, loang mau, nhan thudc in s6 16 SX, HD
md...hay c6 cdc biéu hién nghi ngd khéc phai dem thudc t6i hoi lai noi ban hoac noi
san xudt theo dia chi trong don.
- Bao quan: Noi kho, nhiét do duéi 30°C.
- Tiéu chuén 4p dung: TCCS. .
PE XA TAM TAY TRE EM
"Poc ky huéng dan sir dung trude khi dung
Néu can thém thong tin xin héi y kién bac si"
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THUOC SAN XUAT TAL:

CONG TY C.P DUGC PHAM HA TAY
L a Khé - Ha Pong - TP. Ha Noi

/ W CONG TY CP DUGC PHAM HA TAY
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