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@
tUlYDERTSON
Vi6n n6n bao phim
Tolperisone 50 mg

Rx

Thu6c nty chl dtng tho atm ctr b{c rL
Djc k[ hufng dln sir dgng rrufc kht dtrg.
NGU cln rhcm rh6ng dn cht d5l ity hdl f kidn blc ri.

rHi,xu pnit
Holt chlt: Trong m6i vi€n ndn bao phim c6 50 mg tolperisone hydrochloride.
TI duqc:

!g.i iin thuiie : betainc hydmhloride, microcrystallinc ccllulose, mmitol, crospovidone , stqric acid, talc.
w brcphin: opadry Il. whitc (lactoscmonohydrat,hypromcllosc, titmiumdioxidc, Macrcgol4000i.

DANG BAO ChT
Vi&r ndn bao phim.
M6 rd: Vi€n nm bao phim miu tring, hinh trcn: ren mot mit c6 d,flp sti 5o va m6t kia c6 d,ip kf hiQu rtic biet. Mlr gay cu vi6n rhu5c miu tl.rilg.
cAc DAc rlNH LAU sArvc
Chl dlnh 6do rrl:
Di€u tri triQu chimg co ctng mu ilSt quy d ngudi l6n.

Ldu tugag vl clch dtng:
Nguoi lth:
ViQc dr)ng vi6n ndn bao phim Myderimn phdi itugc diiu chinh theo nhu ciu cd nh6n vi sg dung ngp cta b6nh nhdn. Liiu th6ng thudng trong ngiy li 150 - 450 mg chia 1im 3 lin u6ng.

C4c dil tuqnS dlc bl6t:
Ddivdi tA m:
Mric ilS an toin vi hiQu qu6 cta tolperisonc tr€n trd em vin chua {tuqc khing ttinb.

Dii vA binh nhdn sw thdn:
Tt9,nq tin 

Ya 
viCc s iung thu& ften benh nh6n suy thin cdn hgn ch6, tuy nhi€n dighi nhgn rtuqc su gia ting ri lC xuir hien c6c bi6n cii c6 bgi tr€n nh6m bsnh nhan niy. Do v6v. rftii

vdi bfnh nhin suy thfn mric tl$ trung blnh, cen xdc dinh liiu cho ttng bgnh nhin k6t hqp vdi rheo d6i chdt chGiinh treng bQnh vi chuc n6ng rtr5n. XtrOng ttruy6n c6o su aung 
" '

tolpcrisne trtu b€nh nh6n bi suy thfn mric itg n{ng.

Dii va hinh nhdn su.y gon:
Th6ng tin v6 vigt w dwg thu6t d benh nhT sul gT,cdr.her.chti, tuy nhien aa gti nhgn dugc su gia t ng r! lf xu6t hign c6c bidn c6 c6 hqi n€n nh6m bfnh nh6n nty. Do v6y, d6i v6i
bfnh nhin my gan mric tl$ uung binh, c6n x6c tlinh li6u cho timg benh nhin k6t hqp vd,i theo ddi ch4t ch6 tinh n1ng benh vi chric ning gan. Kh6ng khuydn c6o st dtng tolperisone
tr€n bfnh nhen bi suy gan mric tl$ n{ng.

Cdch ding:
Thu6c dugc u6ng.Eong ho{c.mu bta trn.
An u6ng kh6ng il6y thi c6 th€ lim girim sinh lhd dgng cua tolperisone.

Cb6ng cbl ltlnh:
. Min cim v6i tolperisone, c6c ch6t c6 c6u tnic b6a hgc nrmg tu ep€risne ho{c b6r k} td dugc nio cu rhurSc.
. Bfnh nhugc co.
. Cho con bri.

Cirh b{o Yl thir ftgtrt khl 3t dutrg:
Cdc phdn *dg qud mdn:
Sau khi lw hinh trCn thi tuog, phrin rimq c6 hgi ttugc b6o c6o nhiAu nhit vi tolperisone ld cdc phin img qu6 min, biiiu hiQn tu c6c phdm rimg nhg tr€n da d6n c6c phdn 0ng neng toin
th6n nhu s6c phrin vi. Cdc bi€u hi€n c6 th€ g{p hao g6m n6i ban. min tlo, miy day, ngua. phr) m4ch, m4ch nhanh. tyt huy€t dp. kho tho.

Nguy co xdy n c6c phAn rimg qu6 min thulng ru ho-d n[ gi6i, bfih nhin c6 tiin.st di (mg holc tidn sri qu6 mEn vdi c6c thu6c kh6c.
Cen than rqng khi sri dUng tolp€risone d b€nh nhin min cdm vdi lidmain do c6 th6 xiy n phin rimg ch6o.

Binh nhin cin ttuqc khuydn crio vA khd ning xiy ra c6c phdn [mg qui m6n khi st dung tolpcrisonc. Khi c6 b6t k] biiu hiQn qud min nio, cAn drmg thu& ngay vi nhanh ch6ng tham
khdo j ki€n b6c si.

Khdng tii st dung tolp€risne d6i vai bfnh nh6n tl6 tr)mg bl qud min vri'i tolperircne.

Thu6c c6 chua lactose monohydnte (1,44 mg trong m6i viCn n6n bao phim). Do rt6 c6c b€nh nhin mic c6c bgnh di my6n hi6m gfp nhu th6ng dung nep dugc galactor, kh6ng dung
tr?p dugc lactos, ho{c r6i logn h6p thu glucose-galaclose d6u kh6ng tluqc dmg thua ndy.

Tuotrg t{c vfl clc thu& khlc vl clc dlrg tumg tlc khlc:
C6c nthi6n.criu tumg Lic dugc tl0ng hqc xtn crym chuyin h6a CYP2D6 vri,i o ch6t dextromcthorphm cho rh6y st dung ddng thoi tolpcrisone c6 th6 lim teng ndng ttQ trong m5u
cm c6c thu6c chuy6n h6a chri y6u qua CYP2D6 nhu lhioriduine, tolttrodine, venlafaxine, despimine, dextromethorphm, metoprclol, nebivolol, perphenuine.

C6c nghi€n cfru in vitro tr€n c6c tiiu thty gan vi ti blo gan nguoi th6ng cho thiy c6 sg {rc ch6 hay crim (mg tr€n cdc isenzymc CYP kbdc (CYP2B6, CYP2Ct, CYP2C9, CYP2CI9,
CYPI42, CYP3A4).

Nguqc lEi, n6ng d0 tolpcrisone kh6ng bi inh hudng khi st dgng itdng thoi vriri cic thu& chuyih hoa qua CYP2D6 do tolperisone c6 thd chuydn h6a cic con itudng kh6c.

Sinh khi dung cta tolperisonc bi girim n6u kh6ng u6ng thu& cmg bia trn, n€n u6ng thu5c cug bta 6n hofc ngay su khi trn.

Tolperisone li fiu6c gienco t6c dung trung umg it c6 t6c dunq an thin.
Trong trudng hqp dmg tl6ng thoi tolpcrisone cirng voi c6c thu6c gi6n co t6c dung trog uong kh6c, n6n can nhnc giim li6u tolpcrisonc neu can.

Tolperisone c6 thd lAm ttrng tAc dpng cu acid niflumic. do tl6 cin cin nhic gidm liiu acid niflumic hay c6c NSAID khec khi dug rtting thdi vdi tolperisne.

Tfuttrg h9? c6 thrl vl cho con b6:

&l'#i * .* ,ru" dong vAl cho thiy tolprisone kh6ng gdy qu6i rhai. vt cdc ker qua nghicn ctu tren nguli cdn thi6u vl c6c b6o c6o vA viQc dtng tolperisone khi c6 rhai cdn gi6i hgn,

n€n chi ttuqc dtng vi6n n€n bao phim Myderison (tgc biet trcng ba th6ng tliu cua thai ki) n€u c6c lqi ich mong dqi khi st dung 16 reng wgt qu{ c6c nguy co c6 the c6 cho thai nhi.

Cho con bi:
Vi cdn thi6u c6c s6 lifu v6 vipc rolperisone c6 tti vdo sfra m9 hay kh6ng, n6n ch6ng chi dinh dmg thu5c khi cho con bir.

Ttc d$ng d5t vft khi nlng l{l re vl vftr hlnh mly m6c:
ThAn reng khi v$n hAnh m6y mc, tiu xc.
N6u glp tinh treng hoa m6t, ch6ng m6t, mdt t{p tnug, ttflng kinh, nhin md, hoflc y6u co khi u6ng tolperisone. bQnh nhin cAn xin i ki6n tu vdn cta bic si.

T{c dgng kh6ng mong mudn:
linh an rodn cia c6c vi€n ndn chta tolperimne tti dugc ch(mg minhqu s6 liiu cu t2.ffi0 b€nh nh6n. Theo tl6, c6c t6c dgng kh6ng mong muiin khi sri d\mg tolperimne ch0 y6u Ii c6c

bi6u hiGn tr€n da. m6 duoi &, c6c r6i loan toin th6n, r6i lo?n tr€n th6n kinh vA rdi logn ti€u hoi.
Cac s6 iieu h6u ;ei.cho th6y khodng 50{0% c6c tnr&ng hgp b_6o c6o !i c6c phin mg qui m6n co lien qun d6n vifc dtng tolperisone. Hiu hit cric phin ring nAy ltiu kh6ng nghiGm

trqng vd co rh6 tu hdi phgc. R6t hi6m g{p c6c phAn img qu6 m6n de doo diir tlnh meng.

C6c phdn [mg b6t lqi ituqc $ip x6p theo quy u6c sau:

Kh6ng thudng g$p (> l/1.000, < l/100)
lliem g?p (> l/10.000. < l/1.0o0)
n6t hiSm g6p 1< l/10.000), chm bi6t fthdng thd udc lugng <tuqc qu c6c s6 licu & c6).

Bdng vu tt6y liQt k€ c6c t5c dqng phg theo ph6n loai hi thiing co quan MedDRA vi theo ti lQ gdp:
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R6i lo?n mdu vA he th6ng bgch huy6t

R6i lo?n he mi6r dich

R5i losn chuydn ho6 vi dinh dudng

R6i loen tnm d$n kinh

R6i lo?n he $rn kinb

R6i b4n vA mit

Rtii lqn v6 tai vi m6 rtp

R6i loan vl tim

R6i loln vd mqch mdu

Riii loqr. vi h6 h6p, Bng nguc v,i
rung rhet

R6i loen vi tieu hoi

R6i lqn vd gan mgt

R6i loen va da vA m6 du6'i da

n6i b1n vi tl6n va autmg ti6u

R6i b1n vl co xuog vA md li6n kdt

R6i.ban t6ng qu6t vi t{i noi dinS
thu6c

C6c x6t oghiem

Bi6ng in

M6t ngri! | RiSi loru gi6c ngu

Nhtc diu I Ch6ng mlt I Ngu gd

Kh6 chiu d bmg I Ti6u chiy
Kh6 mienS I Kb6 ti€u I Bu6n n6n

Y6u co I Dau co I Dau c6c chi

nhuqc I Th{y kh6 chlu
m6i

H9 huy6t {p

suy
MCr

Phrin mg quri mln I Phdn rimg gi6ng phrin v6

R6i logn dp rrung I Run I Co gial I Mdt cdm gi6c
R6i lqn cim giric lNgu llm

R6i b{! tlri siSc

U tai I Chong mit

Dau thit ng1rc lMip tim nh8nh I H6i hop lHs huy& {p

D6 bing

Kh6 thd I Chnym6u cm I Nhip th0nhsnh

Dau rhuqrg vi I Tdo MD
Deyhoi lNOn

BQoh gan nhg

vi€m rla dirnng lTeng ti6r Dd h6i lNgrna lMny &y lN6i bm

OA dln lfretcimi€u

KM chiu cdc cbi

Cir gidc uy ruqu I Crim giic n6ng
D€ bi llch thich I KIdt nudc

Ting n6rg dQ bilirubin I Ndng dg men gan bdt thuog
Gidm ti€u cAu I Ting bgch ciu

Girim hogt dQng I Trin cdm

Tbi6u mdu I BQnh tLech ftch huy6t

S& pbdn vi

Kh{t nhiiu

Iln t0o

Nhlp tim chim

Il( (hirrg crr quln llh6r;l lhuirng girp lliiilr gip Ril hiinr gip
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Thdng b{o cho b{c 6i Dbttrg tic dqng kh6ng mong mu6n gfp phti khi st dpng thr6c. )Z -,--
Qu{Udu: f
6.i fleo-"i qua f*u u,l,i vi&r nm bao phim Mydoison c6 gir!,i hp I
Vi&r n&r bao phim,Myderison c6 chi s6 tli6u tri r$ng.
Theo y vin, viQc u6ng 600 mg tolperisone d tre em khgng giy m triQu chfmg ng$ rfp nNng. d mQt s6 tr€ em, u6ng tolperisone vtii liAu 300 - 600 mg/ngay c6 gey kich thich.
Trong cdc nghi€n ctru v€ ilgc tinh c6p tr€n tlSng v{t, li€u cao tolperisone gdy m5t tli€u hda van tlQng, cm ilong kinh co crhg-giat rung, kho tho vi.suy h6 h6p.
Kh6ng c6 thu6c girii ilQc ilic hiiu cho tolpcrisone. Khi bi qu6 li€u tolperisone phrii xt tri trifu chmg t6ng quet vi c6 c6c hifn phdp n6og tld co th€.

c^c DAc riNH Drrgc Lf
D{c tinh duqc lp hgc:
Nh6m tic dpng dugc ll tri li€u: Thu6c ldm gi6n co tric dpng trung umg. ME ATC: M03B XM

Tolperisone c6 t5c dgng trung umg hm giin co xumg. Coch6 tric d\rng chinh x6c chua tluqc bi6t 16.

Tolperisone c6 5i tinh cao b6m vio m6 d6y than kinh, d?t n6ng tl$ cao nhit d thinrio, tu| sdng vd c6c d.6y th6n kinh ngoai bi€n.
T6i dung qun trqng nhdt cria totperisoneli ric ch6 cric cmg phin xp. HiQu qui ditu tri cria tolperircne ttugc cho ld do Gc dpng niy vd do sr,r ric ch6 aumg ttrin fint Oin uuyin m

Dfc tlnh duqc itflng hgc:
Sau khi.uting, tolperisone tlugc hdp thu tiit d ru6t non. Ndng dQ ttinh trong huyir thanh c6 sau 0,5 - t,5 gid su khi ui5ng. Sinh khd dung vdo khodng 20olo do bl
gan nhi6u.
Bta in giiu ch6t bco c6.the lim ting sinh khe dgng cta tolperisone iludng u6ng l€n il€n 100% vi lim ting n6ng tlQ tlinh trong huy6t thanh khodng 45% so vrii
dinh det duqc sau khi qong khoring 30 phrit.
Tolperisore tlugc chuy6n [o6 m9n1 qi-gan va thAn. Sy thrii trir xriy ra d th6n, gin nhu li chri y6u Gm 99%) dud'i deng c6c chit chuyin ho5.
Chm 16 lic dung duqc li c[a cdc chit cbuydn ho6.

Thli gian b6n hty mu khi tiem tinh mach vdo khoing 1,5 gi&, vi sau khi u6ng vio khoang 2,5 gid.

!l
. t:t

chuy€n ho6 l6n tliu;fi i
,:'/)

a

bta nn nhe. Ndng.d0

55 tiiu en toln tiln llm rlng:.
Cric s6 lifu phi l6m sing cho ihAy kh6ng c6 nguy hi6m d{c biQt ndo cho nguoi dua tr6n c6c nghi€n c[u thudng quy va d0 m toin duqc hqc, li6u d$c lip lai, tinh dflc cho gm, nguy co
g6y ug thu, tl$c tinh voi sg sinh sin vd ph6t tri€n.
L6i gidung t ong 

"6c 
nghi€n crlu phi l6-m sing chi ttugc qm s6t khi cho phoi nhi6m d mtc ttO vtra ttri qu6 mtc so v6i phoi nhi6m d ngudi, do it6 it c6 li6n quan <l€n vi$c sri dqng

trong lem sitrg.
Cac-ttray Atil i-O tintr d$c voi leo thai .luq.c th6y d chu$t vriri liiu 500 mg,&g c6n ning vi d th6 vdi liiu 250 mg/kg c6n n{ng theo tludng u6ng.

C6c li6u niy cao gAp nhi€u l6n kholng li6u dimg cho nguoi.

c,ic DAc riNH DUqc Hec
Tlnh tmng ky:
Kh6ng rip dqng.

H4n dtng:
60 thdng k€ tu
Hen dtng cua

sin xu6t.
ttugc in tr6n h$p thulic. Kh6ng rtuqc dtng thu5c mu ngdy niy.

0

t t

Cinh bio itfc biit vi bio quin:
Beo quan thudc d nhiet d0 dudi 30'C, trlnh im u&.
E6 rr tlm trv trd em. Wi

--
-
-

Quy ctch ll6ng g6i: .
timg m6i vi thGc bing PVC/AI c6 l5 vi6n n6n bao phim. Trong I hSp thu6c c6 2 vl thuiic cug td hudng
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