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MYDERISON
Vi6n n6n bao phim
Tolperisone 150 mg

Rx

Thu6c niy chi dtng rhm rtol crle b{c :L
Dgc k[ hu6mg dlu r& dgtrg trutrc khl dttrg.
N€u cin ahem rh0ng tir chl tt6r hly h6l ,,ki6tr b{c si.

ruAmr pnAn
Holt cb{t: Trong m5i vien ndn bao phim c6 l50 mg tolperisone hydrcchloride.
Tl duqc:

Ld.iien thu6c:ber^ine hydrehloride, mimrystalline cellulosc, mmitol, crcspovidone, staric acid, talc.
Ydbaophin:opa&y II. whitc (lactosemonohydmtc,hypromcllosc, titanium dioxidc, Macrogol4000j.

D6NC Bio Cht
Vifu nm bao phim.
M6 td: Yiinnmbao phim miu tring, hinh trcni trcn mot mit c6 dAp si5 150 vi m{r kia c6 d.fp kf hiQu <ric biet. M{r gey cu vi6n rhutic miu tring.
cAc D^cTINH LAU sAxc
Chl rtph ttltu trl:
Di6u tri trifu chrimg co cring sau dgt quy d ngudi kim.

Lliu luqng vl clch dtng:
Ngroi l6n:
Vifc dring vi€n ndn bao phim Myderimn phdi ttuqc diiu chinh thm nhu ciu c6 nh6n vi sg dung n1p cta bQnh nhdn. Liau thdng rhudng trong ngiy li I 50 - 450 mg chia lim 3 lin u6ng.

C4c dfi tutmS dtc blit:
Daivoi ti il:
Muc d$ an toin vi hiQu qui cria tolperisonc u€n trd em vin chm ttuqc khing ttinh.

Ddi vA b4nh nhdn sw rhQn:
Th6ng tin v6 vigc sri dung lhum trfl benh nh6n suy th$n cdn hgn chd, ruy nhi€n d6ghi nhgn ttuqc sy gra tang ri 19 xujt hifn c6c biiin c6 c6 h+i r6n nh6m bgnh nh6n ndy. Do v6y, rt6i
v6i b$nh nh6n suy th0n muc d0 trung binh, cAn xdc dinh li6u cho ttmg bfnh nhtn k6i hqp vdi theo d6iih6t chE tinh tr4ng bfnh vi chuc ntng ihin. Kh6ng khuy6n c6o gi dt ng 

''
tolperisone tren benh nhin bi my thfn mric ilQ n{ng.

Ddi va blnh nhdn sqv goil:
Th6ng tb vA viec s dung thu6c d bgnh nhin suy gm.cdn.hpn chti, tuy nhim tti ghi nbin ttugc su gia ting ti lf xuit hign c6c biiin cti c6 hsi r€n nh6m bfnh nh6n nny. Do vAy, d6i v6i
bQrh nhin ruy gm mric tl$ trung binh, c6n xic ttinh li€u cho timg benh nhin k6t hqp v&i th@ d6i chit chC tinh E?ng benh vi chtrc ning gm. Kh6ng khuyin c6o st dung rolftrisone
tren binh nh6n bi my gan mric tl$ ntng.

Cdch ding:
Thudc dugc u6ng.trotrg holc.su bla trn.

An u6ng kh6ng d6y dt qt tbe lim giam sinh khi dgng cu tolpcrisne.

Ch6ng chl ttlnh:
. Min ctm vdi tolperisone, c6c ch5t c6 cdu Euc h6a hqc tumg tp eperimne ho{c bit lc} tA dugc mo cu thuii.
. BQnh nhuqc co.
. Cho con bri.

Clnh b6o vl thfn trgng khl :& dgng:
Cdc phdn ilmg qu,i mdn:

thSn nhu s6c phdn vi. Cdc hi€u hifn c6 th€ gip bao gdm nOi ban, m6n do, miy llay, ngtn, pht m4ch, mqch nhanh, tUt huy€t 6p, kh6 thd.

Nguy co xAy m cdc phAn 
'img 

qu6 min thudng ru hm-d nt gi6i, bgnh nhdn c6 tiin.sri di mg boic ti6n su qu6 m5n v6i clc thu6c kh6c.
Cin thin trgng khi sri dqng tolperisone d benh nhin min cdm v&i lidocain do c6 thd xdy n ph6n rimg ch6o.

Bfnh nhnn cin ituqc khuy6n cio vl khri ning xdy m c6c phdn rimg qui min khi st dung tolp€risone. Khi c6 b6t ki bi6u hiin qui min nio, cin dimg thu6c ngay vi nhanh ch6ng tham
khdo j'ki€n b6c si.

Khdng trii w dung tolperimne ittii vdi tr€nh nh6n itd nmg bi qu5 min vrj'i tolperimne .

Thu& c6 chrta lactose monohydmte (5,4 mg trong mdi vi€n n€n bao phim). Do tt6 cic b€nh nhin mlic cac benh di truy€, hiilm g{p nhu kh6ng dmg ngp dugc galactose, kh6ng dug
nep dugc lactose, ho{c r6i lop h6p thu glucose-galetose deu kh6ng aluqc ding thue nay.

Tuolg tlc vfl clc tbudc kh{c vl clc dlng firorg tlc khlc:
C6c nlhi€n criro nrmg t6c duqc d$ng hactrGn cnzym chuy6n h6a CYP2D6 vrj'i co chdt dextromethorphan cho th6y sri d\tng ddng thoi tolp€risone c6 th€ hm Ang ndng dO trong miu
cia cAc lhu6c chuyen h6a cht y6u qua CYP2D6 nhu thioriduine, tolierodine, venlafaxine, despimine, dexromethorphan, metoprclol, nebivolol, perphenuine.

C6c nghi0n criro in vitro tren c6c tiau thty gan vi t6 bio gan nguoi kh6ng cho th6y c6 s\r tc chi hay cim [mg tr€n cic iscnzyme CYP kh6c (CYP2B6, CYP2C8, CYP2C9, CYP2CI9,
cYPl42, CYP3A4).

Nguqc lqi, niing d0 tolpcrimnc kh6ng bi inh hudng khi sri dgng ddng th&i voi c6c thuiSc cbuyiin h6a qu CYP2D6 do tolpcrisone c6 thd chuydn h6a cic con itudng kh6c.

Sinh kha dung cu tolpcrisonc bi ginm n6u kh6ng u6ng thu5c ctng b0a trn, n€n u6ng thu6c cimg bta nn holc ngay su khi ,n.

Tolperisone ti thu5c gi6n.co tic dpng trung umg it co tic d$nq an thin.
Trcng trudng hgp dtng r!6ng thoi tolpcrisonc ctng vti,i c6c thu6c gi6n co tdc dung tung umg kh6c, n6n cin nhic girim li€u tolperione n€u c6n.

Tolperisone c6 th€ lem titng t6c dgng cua acid niflumic. do tl6 cin c6n nhic Adm liiu acid niflumic hay cdc NSAID kh6c khi dmg dti,ng thci vdi tolperisone.

Thramg hgp c6 thd vl cho con bri:
Thoi kj':
C6c nihi€n cm tr6n ttQng vQt cho th6y tolprisone kh6ng giy qu{i thai. Vi c6c k6t qud nghien cfu tr€n ngudi cdn thi6u vl c6c bCo c6o va vi$c dtmg tolperisone khi c6 thai cdn gi6i hgn,

n€n chl tlugc dtrng vi€n ndn bao phim Myderison (tuc biet trong ba thdng d6u cta thai k!) n€u cdc loi ich mong tlqi khi srl dung 16 reng wgt qu6 c6c nguy co c6 th€ c6 cho thai nhi.

Cho con bi:
Vi cdn rhi6u cric s6 li€u vd vi€c tolperimne c6 di vio sira mg hay kh6ng, n&r ch6ng chi ttinh dug thu{ic khi cho con bri.

Ttc dung at6l vfi khi nlng l{l re vl vln h}nh mty m6c:

!6n trong khi vin hinh m5y ma, tiu xe.
Ndu glp tinh trang ho mit, th6ng m4t, m6t tip trung, dQng kinh, nhin mo, hoic ylu co khi u6ng tolperisone, binh nh6n cAn xin ! ki6n tu vin cu bric si.

Tlc d$ng khOng mong mu6n:
Tinh an r6in cu cric vaen nen chua tolpcrimnc (E duqc chring minh qu s6 liQu cta 12.0()o brnh nhin. Theo d6, c6c tic dgng kh6ng mong mu6n khi sri dung tolperisonc chri y6u li c6c

biiu hi€n utn da. m6 dur!,i da, c6c r6i loon toan rhan, r6i lopn tr6n thln kinh vi r6i loon ti€u hod.

trong vi co thi tu h,ii phuc. Rit hitim gAp c6c phin tng qu6 min tte do4 d6n tinh mgng.

C6c phdn wg b6t lqi ttugc sip x6p theo quy u6c sau:

K-h6ng thudng gip (> l/1.000, < l/100)
ttiCm g{n (> l/10.000, < l/l.OOO)
R6t hi.m gip t< l/10.000), chua bidt fthdng th3 u6c lusng duqc qu cic s6 lieu de c6).

Bdng sau tl6y liQt k€ cAc t6c dung phv theo phin loai h€ th6ng co quan MedDRA vi theo ti Ii gip:
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R6i losn mdu ve he th6ng bqch huy6t

R6i losn hC miEn dich

R6i lop chuydo hori ve dinh dudng

R6i losD rim th,atr kinh

R6i forn he thAn kinh

n6i ren v| m&

Riii losn va t8i vA me &o

n6i togn v! tim

R6i lop vi mgch mdu

R6i ben vl h6 Mp, 6ng nguc va
truog thit

n6i logtr vE tieu ho{

R6i b1n vi gan mft

n6i b3n vi da ve m6 dw; da

n6i bgr vi rh6n vf Oubrg tiau

R6i bgn vi w xuog vd n6li€n Ldt

R6i hsn dmg qu{t vi qi noi dtng
rhu6c

C6c x6t nghiem

Bi5og in

M6t ngt lR6i losn gi6c nari

Nhfrc dAu I Ch6ng mft I Ngu gd

Kh6 chiu d bung I Ti€u chiy
Ki6 mifng I Khd ti€u I Butin n6n

Yiu co I Dau co I Dau clc chi

Suy nhuqc I Ttly th6 chiu
Metmdi

He huy6t tp

Phdn mg qud min I Phnn rhg gi6ng phnn vQ

R6i losn tip Eung I Run I Co giit I M6r cdm gidc
R6i loAn cdm gi6c I Ng! lim

Dau thuamg vi I T6o b6r
Dly hoi I N6o

Bfrth gil nhi

viemdr dl niog lTag ti6r Ddb6i lNgrit lMty&y lN6i bo

Dfi dh lProrciHiCu

Kh6 chu c{c chi

Oim gi& sy nrqu I Cim gilc n6ng
DE bi klch rhlch I Kh{r nu6c

Tnng adng d$ bilirubin lNtlng ttg men gan bit thuog
GiAm ti€u cau I Ting b?ch ceu

Giim hogt tl$ng I Trim cim

Thi6u ndu I BQnh hqch blch huydt

Sdp phrtn vi

Khdt nhiAu

Iln t0n

Mft<tg xmg th6p

Kh6 chiu d nguc

Ttng ndng dQ creatinin

Nhip tim chim

lli Ihirng co qurn IIiim ,ri'rp Itirl hiim garphhring thuirrrg grilr
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Th6ng blo cho blc si nhing trc dTng kh6ng mong mu6n gfp pbtt khl rt, dpng tbu6c. (D _-
Qulliiu:. f
Dt lifu vi qui lilu voi vim nan bao phim Jr,fldcrison c6 Bi6i hAn I
Vi€n n6n bao phim.Myderimn c6 chi s6 di6u tri rong.
Thm y vtrn, vi(c u5ng 600 mg tolperisone d trd em kh6ng giy ra trifu chrimg ngO rtqc n{ng. d mQr s6 oe m, u6ng olperimne vdi li6u 300 - 600 mg/ngiy 96 gay klch thlch.
Trong cic nghi€n ctu vC dec lioh cep ECn tt$ng v$t, li6u cao tolpcrisone g6y m6t tli€u hda v{n tlQng, cm d$ng kinh co cimg-gi6t mg, kh6 thd vi-uy h6 htp.
Kh6ng c6 thu& giri ilQc ltic hieu cho tolperisonc. Khi bi quC liiu tolpcrircne phrii xri tri triQu chrhg tiSng quir vi c6 uic bifn phdp n6ng it& cc thi.

cAC DACTINH DTT@ LV
Dfc tfnh duqc lgc h9c:
M6m t6c dpog duqc lf tri lifu: Tbu6c ldm gi6n co tic dpng trung umg. M3 ATC: M03B X04

Tolperisore c6 t6c dgng trung umg lim giin co xumg. Coch6 t6c dgng chinh x6c chm duqc bi6t 16.

Tolpcrircne c6 6i tinh cao bdm vlo m6 d6y theo kinh, dal n6ng d0 cao nhat d than reo, tuj' s6ng vi c{c d6y thin kinh ngogi bi6n.
T6i dpng qun trqng nhiit cia tolperisne li ric chd uic rog phrin xa. Higu qui rtitu rt iu tolperimne ttuqc cho li do tic dpng niy vi do sg rirc chii Oumg rlin Unt ain truydn n
ngoli bi6n.
C6u mic hod hOc cu lolp€risone i5t gi6ng v6i ciu tnic.cua lidmine. Gi6ng nhu ch6r gey E ki ch6 niy, tolpcrimne c0ng c6ric dUng lim 6n ttinh mmg te bAo ve IAm giim su kich

thu& lam giam bien dO vi dn J si8 dien thfhog rtOng. Gdc dung niy li msnh nhit qi cric t6 t io thin kinh iu smg su tui s6ng). \
cui5i ctng, tolperisone li mot chit ttiii khring yiiu vri'i thu th6 alpha-a&mergic vi c6 tic dgng ch5ng mumrin. 

, IEfc tlnh duqc tl$ry hgc:

ill lfrar"&*, 
,"#;one tluqc h6p thu t6t d ruOt non. N6ng dO dlnh rons huyiit thanh c6 mu 0,5 - 1,5 gid xu khi u6ng. sinh kha dung vio khoing 2olo do bi churdn me t1 ciu t '] 

,i 
t 

I
6ta en giiu ch6t bco c6 thE Hm tlng sinh khi dqng cu tolperisone dudng u6ng l€n itiln 100/" vri lim tnng ndng d0 ttinh trong huyilt thanh kho6ng 45% o voi bila tn nhr. Nring d0 ', ,

^v,+H',l:"'ff ilfii"Jil*1H3;'tll'v.ri thin. su thrii rrr x6y m d thfn. gin nhu lir chr y6u ftm eelo) duti,i dene q6c chAt chuyin ho6. .JzZ
Chm rO tic dung duqc li coa cdc chit chuy6n ho6. ,
Thoi gim bdnhly su firi tiCm tinh moch vdo khoring 1,5 gid, vA su khi u6ng vio kholng 2,5 gid. /

s5 ll;u rn toln otn Em dog:.
C6c ai5 tieu phi l6m sMg cho thdy ki6ng c6 nguy hi6m rtic biQt mo cho nguci dga r€n c6c nghiGn criu thudng quy vi tlQ u todn duqc hoc, li6u d$c lip lqi, tinh dOc cho gm, nguy co
g5y ug thu, t!$c tinh vri,i su sinh sdn vi phit tri€n.
eic dCdUng trong c{c nghi€n crlu phi lim sdng chi itugc qw s{t khi cho phoi nhi&n d mtc ltQ vta ttt qud mric so vdi phoi nhi6m d ngu&i, do tl6 it c6 li6n quan d6n viQc sri dpng

trong l6m sing.
C6c thay ttiii c'6 tinh ttfo voi tio thai rlugc thiy d chuQt voi liiu 500 mgAg c6n ning vd o tho vd'i
C6c li€u niy cao gip nhi€u l6n khodng li€u dmg cho nguoi.

cic DAc rINH DUqc HOc
Tlnh tuong ky:
KhdDg rp dUng.

H1n dtng:
48 th6ng k€ tir nga/

thu6cHpn dtng oia
sin xu6t.
ituqc in tr0n h$p thu6c. IG6ng itugc dtng thu6c mu ngiy nrAy.

li6u c6n n{ng theo itudng u6ng.

t
+

Cinh b{o itfc blil vt blo quin:
Bao qudn thu6c q nhi€t d0 dudi 30'C, trdnh 6m u&.
D6 rr tlm try trd em.

TUQ.CUC TRtfiNG
P.TRTflNG PHONGo

Lt.

^Quy clch t!6ng 96l: .
Trong m6i vi thu6c bing PVC/AI c6 l0 vi6n n6n bao phim. Trcng I hQp thuiic c6 3 vi thu(i cring td

NHA sAN XUAT
Meditop Phamaceutical Ltd.
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