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Ti6u chuSn ap d{,ng: TCCS
SgK,/ Reg"No: ................

Thtnh phin: M6i vion chua
Tofispam... .............50 rE
Ta duqc.... . . .. . ..... .....v.ra drl 1 vi6n n6n

Chi dinh, ch6ng chi dinh, c6ch darng va cac ti6n9 tin
kh6c: Xem trong i, huong dan s0 dung thu6c kem theo
Bao quen: Noi kh6, tranh anh s6ng, nhigt d6 dudi 30oC
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To HrIoNc nAx stl ouxc rnu6c
otospAM

Thu6c ndy chi dimg theo don thuiic

De xa tdm tay cila tri em.

Dqc kY hubng ddn s* dqng trudc khi dimg

L

Thdnh phdn cAng thric:

M5i 1 vi6n c6 chria:

Thdnh phdn daqc chdt:

Tofisopam '....50,0 mg.

Thdnh phdn td daqc:

Microcrystalline cellulose (M101), lactose monohydrat, tinh bQt m!, hydroxypropyl cellulose,

natri croscarmellose, acid stearic, magnesi stearat vira du I vi6n.

Dqng bdo chii: Vi6n n6n.

MA fi dgng bdo ch6:

Vi6n n6n trdn, dubng kinh 8 mm, mQt mpt co vach ngang, thanh vd c4nh vi€n ldnh l4n'

Chi ilinh:

Di6u tri c6c r6i lo4n t6m thAn (r6i lopn thAn kinh) vd thlrc th6 c6 di kdm v6i lo Au, r6i lopn thuc vat,

thitlu sinh luc vir/ho{c d6ng luc, l6nh cdm, m6t moi vd trAm cim.

Trong hQi chrmg cai rugu: thu6c c6 th6 girip lim giirm cdc triQu chimg thuc vdt vd su kich thich

trong c6c tinh trang ti6n mC sdng vd mC sdng.

Cfch dirng vir tiiiu dirng:

Liiu lu'qng

Ngwdi l6n

Li6u khuyen c6o: t-2 vi€n/lAn x 2 -3 lAd ngdy (tdng li6u 50-300 mg/ngdy).

NOu thinh tho6ng m6i dung c6 th6 u6ng 1-2 vi6n.

Kh6ng cAn di$u chinh 1i0u vi thu6c co kh6 ndng dung n4p t6t vd kh6ng ldm gidm sy tinh t6o trong

khi di6u tri. c6 ttrc uat dau diau tri v6i bat ky li6u ndo n6u th6y thich hqp.

Tri em

Tinh an todn vd hiQu qui cira 'l'ospam d tr6 em vd thanh thi6u niOn du6i 18 tu6i chua duoc thi6t

ldp.

Cdch ding
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Thu6c dung tludng u6ng.

Ch5ng chi ilinh:

Qu6 m6n v6i b6t ky thanh phdn nio cria thu6c ho{c voi cdc ddnxu6t benzodiazepin kh6c.

Suy h6 fr6p m6t Utr.

Ti6n str c6 hQi chimg ngung tho khi ngu.

-. IIlen su non me.

Ch6ng chi dinh dung d6ng thdi tofisopam v6i tacrolimus, sirolimus vd ciclosporin.

Cinh b{o vir th$n trgng khi dtrng thuiic:

Kh6ng dung thu6c trong ba thang dAu ctra thai kj, vd trong khi cho con bf.

Dic biQt thQn trqng khi str dpng cho benh nhan c6 suy hO h6p m4n tinh kh6ng m6t brl hoac bQnh

nh6n c6 ti6n str suy h6 h6p c6p tinh.

Thfln trgng khi sir dqng cho bQnh nhdn cao tu6i, benh nhan tam then, nguoi bf suy thfn hoflc suy

gan, vi cdctdc dgng kh6ng mong mu5n thuong xhy ranhiCu hon d nhfrng ddi tuqng niy.

Tofisopam c6 thO tdm t5ng t6c dpng ct,r- c6c thu6c vd dugc tiQu khi dung d6ng thdi v6i thuiSc ric

cn6 ne than kinh trung ucrng (nhu rugu bia, c6c thu5c ch6ng tri'm cim, khang histamin, an thAn

gdy ngir, tri 1o4n tdm thAn, gi6m dau opioid, thu6c g0y mO toan th6n).

Kh6ng n6n dtng thu6c trong chimg lo4n tdm thAn man tinh, riSi lo4n 6m anh vd 6m anh cudng ch6.

Tofisopam ldm giam sy irc ch6, c6 thA d6n di5n ldm tdng nguy co ty ttr ho{c c6 th6i dO gdy h6n. Do

d6 kh6ng n6n dirng mQt minh tofisopam Ae Oieu tri trdm cdm vd trAm cim c6 di kdm v6i lo flu.

Tuong t.u nhu vQy, cAn ttac biQt thfln trgng khi di6u tri cho nhfing benh nhan bi r6i lo4n nh0n c5ch.

ThQn trqng khi di6u trf cho bQnh nhen bi t6n thuong thUc th6 ndo (nhu xo vffa dQng mpch).

Di0u tri v6i tofisopam c6 th6 gdy co giflt 6 bQnh nhdn dQng kinh.

Tospam kh6ng dirng cho benh bi glocom g6c d6ng.

Nhitng nguy co liAn quan diSn s* dqng d6ng thdi tofisopamvdi thu6c gidm dau opioid.

Str dgng d6ng thdi Tospam vd thu6c gidm dau opioid c6 th0 d6n Aen an thAn, fc chtS h6 h6p, hOn

m0 vi tu vong. Do nhting nguy co ndy viQc sri dgng cdc thut5c an thdn hiQn nay nhu benzodiazepin

ho{c cric d6n xu6t tucrng tp cira beruodiazepin (nhu Tospam) <16ng thcri cirng v6i opioid chi ddnh

cho nhiing benh nhan kh6ng c6 lga chgn di0u trl thay thti. Ntiu str dgng Tospam d6ng thoi voi

opioid, n6n sir dung t0u tfr6p ntr6t c6 hiQu qui vd trong thdi gian di0u tri ngan nh6t c6 th6.

Benh nhan can dugc theo d6i ch{t ch6 cdc ddu hieu vi triQu chimg c6 thO c6 cria suy hO h6p vd

dung thu6c an th6n.

Can khuy6n c6o bQnh nh6n vd ngudi chdm s6c phAi th6ng b6o vO c5c triQu chimg ndy.
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Cdnh bdo hAn quan dAn td daqc lactose: BQnh nhan bi rOi 1o4n di truyOn hi6m gflp nhu kh6ng

dung n4p galactose, thi6u hut lactase hodn toan ho{c k6m h6p thu glucose - galactose kh6ng n6n

dung thuiSc ndy.

Sri dgng thuiic cho phg nfr c6 thai vir dang cho con bri:

* Phu ntt cd thai:

Tofisopam c6 th6 di qua nhau thai. C6c nghiOn cr?u tr6n dQng vflt kh6ng chi ra thc h1i trgc tiiip

hoflc gi6n tiCp d6i v6i dQc tinh sinh sin.

Kh6ng dtng Tospam trong ba thang dAu cira thai k!. Can d6nh gi6 k! lgi ich vd nguy co tru6c khi

quy6t dinh c6 n6n dtng Tospam trong citc giai ttoan ti6p theo cta thai kj,.

*Phq nti dang cho con bil:

Tofisopam bai tiOt qua sila mg, do d6 kh6ng nOn dirng thu6c trong khi cho con bri.

Anh hufing cfra thu5c tl6n khi nlng l6i xe, v$n hirnh m6y m6c:

Tuy Tospam khdng gdy bu6n ngu hay ldm an thdn, nhtmg khi bAt dAu diOu d benh nh6n kh6ng

clugc l6i xe vd vfln hanh m6y m6c, thoi gian tiry thuQc vdo phAn tmg cira benh nhan. Sau d6 mrlc

tIQ vd thoi gian gi6i hAn c6c ho4t dQng ndy du-o. c x6c <Iinh theo timg trucmg hAp c1r thO.

Tucrng tic, tuong ky cf,a thuSc:

N6ng dQ trong huyOt tucrng ci,r- c6c thu6c dugc chuy0n h6a bdi CYP3A4 c6 th6 tlng 16n khi dung

d6ng thoi v6i tofisopam. Do d6 ch6ng chi dinh dung d6ng thoi tofisopam v6i tacrolimus, sirolimus

vd cyclosporin.

Khi dung d6ng thdi vdi thudc rlc chti hO then kinh trung ucrng (nhu thu6c gi6m dau, thu6c gdy mO

todn thdn, chdng trAm cim, khang histamin Hl, an thdn gdy ngt, tri loqn then), c6 th6 lim ting t6c

dpng ctra cihai (nhu t6c dung an th6n, ric ctrti trO h6p).

Thu6c giim dau opioid: str ftrng d6ng thdi c6c thut5c an than nhu benzodiazepinhoflc c6c ddn xu6t

tucrng tu ctra benzodiazepin (nhu Tospam) voi opioid ldm tdng nguy co an thdn, ric ch6 hO h6p,

hdn m0 vd ttr vong do tofisopam ldm tdng t5c dgng ctra thuiSc rlc chi5 than kinh trung ucrng. Li6u

lugng vd thoi gian sft dpng il6ng thoi nOn ttugc diOu chinh.

Cdc chdtg6y cim img men gan (rugu, nicotin, barbiturat, thu6c chiSng dQng kinh, ....) c6 th6 lem

t6ng chuy6n h6a cira tofisopam. ViQc niy c6 tne a6n d6n ldm gi6m n6ng dQ trong huy6t tuong vd

hiQu qui t1i0u tri cira thu5c.

MQt s6 thu6c chdng n6m lketoconazol,itraconazol) c6 th6 ldm tAng n6ng tIQ trong huyi5t tuong ctra

tofisopam b5ng c6ch ric chi5 sg chuyiSn h6a cria n6 o gan.
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MQt sO thu6c tri cao huy6t 6p (clonidin, thu6c chen k6nh calci) co thd lirm tang t6c dung cua

tofisopam. Thu6c chen beta c6 th6 ric chti chuy6n h6a cira tof,tsopam, nhung tucrng tdc ndy kh6ng

d6ng k0 vd mdt 16m sdng.

Tofisopam c6 thO ldm tlng n6ng dQ digoxin trong huy6t tucrng.

C6c d6n xu6t cua benzodiazepin c6 th6 lam Anh hunng d6n t6c dgng ch6ng d6ng m6u cta warfarin. 
"

Dung disulhram 16u dii c6 thO ric chtl su chuyi5n h6a cira tofisopam.

Thu6c kh6ng acid c6 thO c6 nhirng 6nh hucrng kh6c nhau dtin sy h6p thu cria tofisopam. Cimetidin

vd omeprazol ric ch6 sr,r chuydn hoa cua tofisopam.

Thu6c u6ng tr6nh thai ducrng u6ng c6 th6 uc ch6 sq chuy6n h6a cta tofisopam.

Tofisopam ldm gi6m tdc dpng ric ch6 thAn kinh trung ucrng ctra rugu.

Tfc dgng kh6ng mong mu6n cia thu5c (ADR):

Tdn suar xurit hi€n ADR; Riit thudng grtp @DR >1/10), Thudng g\p 0/10 >ADR >l/100), i, Sqp

(1/100 > ADR > 1/1000), Hi€m gqtp (1/1000 > ADR>- t/10.000), Rtit hiAm gqp (1/10.000 > ADR),

Kh6ng xdc dinh (Tir cdc dft li€u cd s&n kh6ng th€ xdc dinh).

Trong m6i nh6m tAn suAt mric dQ nghi6m trgng cira ctrc tfrc dung kh6ng mong mu6n duoc trinh

bdy theo thri tg gi6m dAn. OOi vOi hAu h6t circ tdc dung kh6ng mong mu6n, dir lieu dAy dtr v6'tAn

suAt xu6t hiQn kh6ng co sEn.

n6i loqn chuy1n h6a vd dinh dadng;

Kh6ng x6c d!nh: ch6n 5n.

RAi loqn tdm thdn:

Rdt hi6m g[p: nhim l6n.

Kh6ng x6c dinh: b6n chdn, kh6 chfu, cdng thing

n6i loqn hQ thdn kinh;

Rat nl6m gdp: tohsopam c6 th€ g6y co gi4t d bQnh nhdn dQng kinh.

Kh6ng x6c d!nh: nhric ddu, m6t ngu

Rdi loan h6 hdp, ling ngwc vd trung thdt:

Kh6ng xfc dinh: ric ch6 h6 hap.

RAt loqn fiAu hda:

Kh6ng x6c dinh: n6n, bu6n n6n, t6o b6n, chucrng bpng, kh6 miQng.

ROi loqn gan mQt:

nAt fri6m g4p: vdng da f mQt.

Rrii toqn da vd mO dudi da:

Kh6ng x6c d!nh: ph6t ban, ph6t ban d4ng tinh h6ng nhiQt, ngfa.
4
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RAi toqn co xlrong va mO ti€n k1t:

Kh6ng x6c dinh: cdng co, dau co

Th6ng bdo ngay cho bdc s! hofic daqc s! nhftng phan ti'ng cd h(ti gQp phdi khi sit dung thudc

Qurl liiiu vir crich xfr tri:

TriQu chirng

Circ tdc dung lhm suy h€ thAn kinh trung ucrng chi xu6t hi6n sau khi dung liAu cao (50-120 mg/ kg

cdn n{ng). V6i li6u lugng nhu vQy c6 th6 gAy n6n mtra, hi l6n, h6n m0, suy hO h6p vir co giqt.

Ctich x{r ff
Kh6ng n€n g6y n6n khi h6 thAn kinh trung ucrng bf ric ch6, tuy nhi6n c6 th6 nia dq ddy. Than ho4t

tinh vd c6c thu6c nhudn trdng co th€ duqc su dung dC trc ch6 ho4c ldm gidm sy h6p thu cira

tofisopam.

Ph6i theo d6i s6t c6c th6ng s6 sinh ly co b6n vd di6u tri td6u chimg thich hqp. C6 thC h6 trg h6 hAp

trong trucrng hqp suy h6 h6p nang. Kh6ng n€n sir dpng c6c ch6t kich thich hQ thAn kinh trung

uong. Xt ll,i ha huy6t 6p bing c6ch b6 sung dich qua ducrng truydn tinh mach, vd gift bQnh nhdn o

tu th6 Trendelenburg (*). N6u c6c biQn ph5p ndy kh6ng phpc h6i dugc huy6t 6p binh thucrng, c6 thO

:,
truy6n dopamin hoic noradrenalin.

ThAm ph6n m6u vd gAy bdi niQu kh6ng c6 titc dUng.

Trong truirng hqp ngQ dQc tofisopam, viQc str dung flumazenil nhu mOt cfrAt dOi kh6ng chua dugc

nghiOn cuu trong c6c thir nghiQm l6m sdng.

(*) Tu th6 ngria tr6n giudng, kC dAu th6p chAn cao.

Dug'c luc hgc:

Md ATC: N05BA23

Nh6m duoc ly: thu6c ch6ng 1o iu, d6n xu6t benzodiazepin.

Co ch5 t6c duns:

Tofisopam ld thu6c ch6ng lo 6u t6c dgng ytiu c6 thoi gian tdc dr,rng ngin, v6i chi sO di6, tri rQng.

Co ch6 t6c dpng chfnh x6c cira thu6c v6n chua duqc biCt. Tofisopam kh6c v6i c6c 1,4-

benzodrazepin c6 di6n kh6ng chi vO cAu truc h6a hoc mdr cdn vC d{c tinh duoc ly vd ldm sdng.

T6c dung duoc luc hoc:

Thu6c c6 hiQu qud trong di6u tr! c6c tinh tr4ng lo du kdm vdi c6c tri6u chring thgc v4t, mQt moi vd

ldnh d4m. Kh6ng gi6ng nhu c6c thu6c benzodiazepin kh6c, tofisopam kh6ng co tdc dpng an thAn

g6y ngtr, giSn co vd ch6ng co giqt, ddng thoi kh6ng dnh hucrng d€n nhfln thric, tri nh6 vdr th6 lqc

cira bQnh nhdn, ngodi ra thu5c c6 tdc dpng kich thfch nhg. Do kh6ng co ttrc dtrng giSn co,

https://trungtamthuoc.com/
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tofisopam cfing c6 th6 duqc su dung trong c6c trucrng hqp ch6ng chi dinh ho6c kh6ng mong mu6n

giSn co (nhugc co, b€nh co, teo co thAn kinh).

Kh6ng th6y c6 sg lQ thuQc thu6c v6 mflt tAm thAn hoflc th6 chAt v6i tofisopam, ngay citkhi su dung

thuOc liu ddi.

Du'qc ttQng hpc

HAp thu:

Tohsopam dugc h6p thu nhanh qua ducrng ti6u h6a, n6ng dQ dinh trong huy6t tuong d4t dugc

trong khoing 1-1,5 gio.

Phdn b6:

KhoAng 50% tofisopam li€n t<6t vOi protein huy6t tucrng.

Chuy6n h6a:

Sau khi h6p thu, tofisopam trdi qua qu5 trinh chuy6n h6a 16n ddu 6 gan. Con ducrng chuy6n h6a

chinh la khir methyl.

Thii tru:

Thu6c bdi ti6t qua nu6c ti6u kho6n g 60% vit 4Ooh qua phAn du6i d4ng chuy6n h6a. Thdi gian b5n

thii sinh hoc ld 6 - 8 gio.

Quy c6ch il6ng g6i: HQp 02 vi x 10 vi6n" vi nh6m/nh6m.

Didu kiQn bio qufrn: Noi kh6, tr6nh 6nh s6ng, nhiQt d0 du6i 300C.

Hgn ding: 36 thangk6 tir ngay s6n xu6t.

f iOu chu6n ch6t luglg cria thu6c: Ti6u chuAn co sd.

TOn vh ilia chi ccr s& sin xu6t: CONC TY C0 PHAN DUQC TRUNG UONG MEDIPLANTEX

Dia chi : S6 :Sg ducrng Gi6i Ph6ng - Phucrng LiCt - Thanh XuAn - Ha NQi

Di6n tho4i: 0243 668 6lll Fax:0243 864 1584

San xu6t t4i: Nhi m6y Dugc phAm s5 2, Trung Hflu. TGn Phong- MO Linh - HANQi
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