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Rx
TOFISOPAM 50 MG DANAPHA
Thubc nay chi ding theo don thudc - Poc kj huéng din sir dung truée khi ding
Pé xa tAm tay tré em

TEN THUOC: Tofisopam 50 mg Danapha
THANH PHAN - HAM LUQNG: M3i vién nén chira
Thanh phin hoat chit: Tofisopam 50 mg
Thanh phin ta dugc: Lactose monohydrat, pregelatinized starch (maize),

povidon K30, microcrystalline cellulose 102, sodium starch glycolate, magnesi
stearat, light anhydrous silicic acid.

DANG BAO CHE: Vién nén hinh tron, mau tring, mot mat nhin, mot mat c6 vach
ngang, canh va thanh vién lanh lan.

CHI PINH

Piéu tri cdc r6i loan tAm thin (than kinh) va thye thé ¢6 di kém cing thing, lo &u, rdi
loan thuc vat, thiéu nang lugng va dong luc, 1anh dam, mét moi va tim trang chdn nan.
Hoi chimg cai rugu, céc triéu chimg kich thich thuc vat cta céc tinh trang tién mé
sang hay mé sang.

LIEU DUNG - CACH DUNG

Cich diing: Dung dudng udng.

Liéu dung

Nguoi lon

D6i véi ngudi 1on lidu thuong ding 14 1 - 2 vién/lin x 1 - 3 Iin mi ngay (50 - 300 mg/ngay)
hogc 1 - 2 vién khi khong ding thudng xuyén. Do thude duge dung nap tot va khong c6
su giam tac dung cua thude nén khong can thiét phai chuén lidu tang dén, bénh nhén ¢6
thé diing ngay liéu ddy du cn thiét khi bét ddu didu tri.

Tré em va thanh thiéu nién

Kinh nghiém dung thudc con han ché.

CHONG CHIi PINH

Qua mén véi tofisopam hogc cae benzodiazepin khéc hodc bat ky thanh phan nao khéc
ctia thude.

Suy ho hip mét bu.

C4 tién str hoi chimg ngung thé trong khi ngg.

C6 tién st bi hon mé.

Chong chi dinh ding dong thoi tofisopam v6i tacrolimus, sirolimus, cyclosporin.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng khuyeén céo ding thube trong ba thang dAu ciia thai ky va trong thoi ky cho con b,
Dic biét than trong khi diéu tri cho bénh nhéan suy ho hip man tinh khong mat bu hodc
c6 tién sir suy ho hép cép.
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Rét than trong khi ding thude cho bénh nhan cao tubi, tri tué cham phat trién va nguoi
suy giam chirc ndng than va/hodc gan, vi nhitng bénh nhan ndy d& xuét hién céc téc
dung khéng mong muén hon nhirng bénh nhén khéc.

Dung dong thoi tofisopam véi céc thude e ché hé thin kinh trung wong (nhu rugu
bia, thudc chong trdm cam, thude khang histamin, thubc an than gay ngi, thubc chéng
loan thin, thudc giam dau opioid, thuéc gy mé toan than) c6 thé 1am ting tac dung
ctia céc thude nay.

Nguy co khi sir dung dong thoi véi cac thube opioid: St dung ddng thoi tofisopam va
céc opioid cd thé ddn dén an thin, suy ho hap, hén mé va tir vong. Do nhitng nguy co
nay, viéc dung ddng thdi céc thuc an thdn nhur benzodiazepin hodc céc thube lién
quan dén benzodiazepin nhu tofisopam véi cac opioid dugc gidi han & nhitng bénh
nhén khéng cé sin liéu phap thay thé. Néu quyét dinh ké don tofisopam cung véi
thude c¢6 chira opioid, nén sir dung liéu thép nhét c6 hiéu qué va diéu tri trong thoi
gian cang ngin cang tdt.

Bénh nhén cin dugc theo doi chit ché cac dau hiéu va triéu chimg cua suy hd hép va
an than. Cén thong bao dé bénh nhan va ngudi chdm séc bénh nhan céch nhan biét vé
cac triéu chirng nay.

Khéng khuyén céo dung thube trong céc trudng hop réi loan tim thdn man tinh, 4m
anh sg hoic rbi loan 4m anh cudng birc. Do giam sy e ché, didu tri bang tofisopam
¢6 thé lam ting nguy co ctia hanh vi tu tir hodc thai do gay han. Do d6, khong khuyén
cao dung tofisopam nhu mét li¢u phap don tri liu trong truong hop trdm cam, hodc
trdm cdm 6 di kém v6i lo au. Cén thdn trong khi didu tri cho bénh nhan bi réi loan
nhan céch.

Dic biét thn trong khi diéu trj cho bénh nhén c6 16 loan thuc thé ndo (nhu xo cimg dong
mach).

Tofisopam c6 thé gay ra con co gidt & bénh nhén dong kinh.

Khéng dung thude cho bénh nhan tang nhéin ap goéc dong.

Thudc ¢6 chira lactose monohydrat. Bénh nhén bi réi loan di truyén hiém gip nhu
khong dung nap galactose, thiéu hut lactase hoan toan hogc kém hap thu
glucose-galactose khong nén diing thude nay.

Thubc nay chita it hon 1 mmol natri (23 mg) trén mdi vién, nghia 1a v& co ban 1a “khong
¢O natri”.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir c6 thai

Tofisopam di qua nhau thai. Chéng chi dinh ding thudc trong ba thang dau cua thai ky
va phai danh gia ky loi ich/nguy co trude khi quyét dinh dung thudc trong giai doan
sau cua thai ky.

Phu nir cho con bu

Thubc dugo tiét vao sita me, khong khuyén céo ding thudc trong thei ky cho con b,
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Miic du thude khong c6 tac dung an than giy ngu, nhung bénh nhan khong dugc lai xe,
vén hanh may méc hodc 1am céc cong viée dé gdy tai nan trong thoi gian déu sir dung
hay trong mot khoang thoi gian dugc xac dinh riéng. Sau d6, mac do va thoi gian gioi
han cdc hoat dong nay phai dugc quyét dinh bai Bac si theo timg trudmg hop cu thé.
TUONG TAC, TUONG KY CUA THUOC

Néng d¢ trong huyét twong clia céc chét duge chuyén héa boi CYP 3A4 6 thé tang lén
khi st dung két hgp véi tofisopam. Do d6, chéng chi dinh ding déng thi tofisopam véi
tacrolimus, sirolimus, cyclosporin.

Dung dong thoi tofisopam véi céc thube e ché hé than kinh trung wong (thuée giam
dau, thubc gdy mé toan thén, thudc chéng trdm cam, thudc khang histamin H;, thuéc an
than gay ngy, thubc chdng loan thin) c6 thé 1am ting tdc dung ciia ca hai (tic dung an
than, trc ché ho hap).

Opioid: Dung dong thoi céc thube an thin nhu benzodiazepin hodic céc thude ¢6 lién quan
nhur tofisopam véi opioid lam ting nguy co an than, ¢ ché ho hép, hén mé va tir vong do
tang téc dung trc ché than kinh trung wong. Lidu lugng va thoi gian str dung dong thoi nén
dugc gidi han.

Céc chat gdy cam g men gan (ruou, nicotin, barbiturat, thuc chéng déng kinh,...) lam
ting chuyén héa ctia tofisopam, c6 thé din dén 1am giam ndng do thube trong huyét
twong va tac dung diéu tri.

Mbt sb thude tri ndm (ketoconazol, itraconazol) ¢6 thé trc ché sy phén hily cia tofisopam
tai gan, do d6 1am tang ndng d6 thudc trong huyét twong.

Mot s6 thude trj tang huyét 4p (clonidin, thubc chen kénh calci) ¢6 thé lam ting tac dung
ctia tofisopam. Thuéc chen beta ¢6 thé e ché sy chuyén héa ciia tofisopam, nhung
tuong tac ndy khong c6 anh huéng déng ké.

Tofisopam ¢ thé 1am ting ndng do digoxin trong huyét thanh.

Benzodiazepin c6 thé 1am anh hudéng dén téc dung chéng déng mau clia warfarin.

Dung disulfiram 1au dai c6 thé gy trc ché sy chuyén hoa cia tofisopam.

Céc thube khang acid ¢6 thé anh huéng dén sy hip thu cua tofisopam theo nhiéu cach
khéc nhau. Cimetidin va omeprazol trc ché sy chuyén héa ciia tofisopam.

Céc thude trénh thai dudng udng c6 thé trc ché sy chuyén héa ciia tofisopam.

Téc dong tiéu cyc clia ruqu 1én nhén thirc bi giam bai tofisopam.

TAC DUNG KHONG MONG MUON

Mot s6 tac dung khong mong muén dugec liét ké dudi diy c6 thé giam cuong o, tén
suét khi tiép tuc sir dung thudc va thudng khong cin phai ngimg diéu tri. Céc téc dung
khong mong mudn dugc liét ké & bang dudi dy, duge phan loai theo cic hé co quan
 trong co thé va theo thtr ty tAn sudt: Rét thuong gip (ADR > 1/10), thudng gip
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(1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR <
1/1000), rét hiém géip (ADR < 1/10000), chua biét (khong thé wéc tinh tir dit liéu co sin).
Trong méi nhém tén sudt, cac tic dung khéng mong muén duge sép xép theo thi tu
mic do nghiém trong giam dén. Pdi véi cdc tac dung khong mong muén thudng gip
nhét, khong c6 dit liéu phi hop lién quan dén tn sudt.

R&i loan tam than: Kich dong, d& b kich thich, cang thing, mét cim gidc ngon miéng, rit
hiém khi xay ra 14n 16n.

R6i loan thén kinh: Mt ngd, rt hiém g@p gy ra con co giat & nhimg bénh nhan dng kinh.
Réi loan hé hép, 1ong ngye va trung thét: Suy hé hép.

ROi loan tiéu hoa: Nén, budn nén, tio bon, chuéng bung, khé miéng.

R&i loan gan mat: Hiém gdp vang da (r mét.

R6i loan da v md dudi da: Phat ban, phét ban dang tinh héng nhiét.

R&i loan co xwong va mo lién két: Ciing co, dau co.

Céc réi loan chung va tai vi tri ding thudc: Pau du, ngira.

Bio cdo céc téc dung khong mong mudn nghi ngo

Viée béo cdo céc tac dung khong mong mudn nghi ngd sau khi lvu hanh la phuong phap
quan trong, hitu ich dé theo di lién tuc loi ich/nguy co ciia san phém thube.

Thong bdo ngay cho Bdc si cdc tic dung khong mong muon ma ban gap phai khi
ding thuée.

QUA LIEU VA CACH XU TRi

Triéu chirng

Téc dung uc ché hé¢ than kinh trung wong chi xuat hién sau khi ding lidu rét cao
(50 - 120 mg/kg). Céc lidu nay c6 thé gdy triéu ching nén, 14 1an, hon mé, suy héd hép
va co gidt dong kinh.

Xir tri

Rira da day c6 thé c6 ich trong xir tri qué liéu, tuy nhién cin trdnh gay non do hé thin
kinh trung wong bj suy giam. C6 thé sir dung than hoat tinh va céc thude nhuan trang
dé trc ché hogc giam sy hép thu tofisopam.

Céin theo ddi cdc déu higu ciia sy sbng va diéu trj tri¢u chimg thich hgp. Trong trudmg
hop suy hé hép nang, c6 thé hd trg ho hip. Khong nén ding cc thudc kich thich hé
than kinh trung wong. X trf ha huyét 4p bing cic dich truyén finh mach bd sung va
gitt bénh nhén & tu thé Trendelenburg. Néu cac bién phép nay khong phuc hdi dugce
huyét 4p binh thudng thi c6 thé ding dopamin hoiic noradrenalin.

Tofisopam khong dugc loai b béi qué trinh thdm phan, loi tiéu bét budc khong mang
lai bat ky 1oi ich nao.

Trong trudng hop nhiém doc tofisopam viée st dung flumazenil chwa dugc thir trong
cac thir nghiém 1am sang.

181

el o

m\



https://trungtamthuoc.com/

DUQC LUC HQC

Nhém dwge Iy: Thude chdng lo au, din xuit benzodiazepin

Ma ATC: N05BA23

Co ché tac dung

Tofisopam 1a mdt thubc chéng lo du yéu c6 thoi gian tac dung ngén, véi chi sb diéu tri
rong. Co ché tac dung chinh xac ctua thuéc chua dugc biét rd. Tofisopam khéc véi cac
1,4-benzodiazepin kinh dién ca vé cdu triic héa hoc 14n cac dic diém dugc 1y va duge
ly lam sang.

Tac dung duge lye hoe

Tofisopam cé hiéu qua trong diéu trj cac tinh trang lo &u kém vdi cac triéu chimg thyc
vat, mét moi, lanh dam. Khong giéng nhu cédc benzodiazepin kinh dién, tofisopam
khong c6 tac dung gdy ngu thong thudng, 1am gidn co hay chdng co git va khong lam
suy giam chirc ning tim than van dong, nhén thirc va tri nhd, ngoai ra thude ¢ hoat
tinh kich thich nhe. Do khéng ¢6 téc dung gidn co, tofisopam ciing cé thé dugc sir dung
trong truong hop gidn co la chéng chi dinh hodc khéng mong muén (nhuge co, cic
bénh vé co, teo co do thin kinh).

Khong thi’iy ¢6 su 18 thudc thube vé mit thé chét hay tam than khi dung tofisopam diéu
tri kéo dai.

DUQC PONG HOC

Hép thu

Thude duge hip thu nhanh qua dudmg tidu hoa, dat ndng do dinh trong huyét twong
trong vong 1 - 1,5 gio.

Phin bb

50 % thude lién két voi protein huyét twong.

Chuyén héa

Sau khi hép thu, thudc dugc chuyén héa manh & gan bing con dwong chuyén héa
chinh la khir methyl.

Thai trir

Khoang 60 % thube dugc bai tiét qua nudc tiéu va 40 % qua phan dudi dang cac chit
chuyén hoa. Thoi gian bén thai sinh hoc ciia thudc 1a 6 - 8 gio.

DU LIEU AN TOAN TIEN LAM SANG

Thudc khéng gdy quai thai trong cac thir nghiém trén dong vat.

Dua trén dit liéu co sin, tofisopam khong anh huéng dén kha nang sinh san, khong
gdy dot bién hodc gy ung thu.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khoéng dung thude qua han ghi trén hop, hodc thude c6 nghi ngdr vé chit lwong cia
thude nhu: Vién bi u6t, bi bién mau.
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Doc ky hwdng dan sik dung thudc trude khi ding. Mudn bidt them thong tin, xin
hdy héi Bdc st hodc Duwgc si.
QUY CACH PONG GOI
HOp 2,3, 5, 6, 10 vi x 10 vién, ¢6 kém t& huéng dan str dung.
PIEU KIEN BAO QUAN
Noi kh6 thoang, tranh anh sang, nhiét 49 khong qua 30 °C.
HAN DUNG: 36 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG: TCCS
Co s6 san xuit
CONG TY CO PHAN DUQC DANAPHA
253 Diing Si Thanh Khé, P. Thanh Khé T4y, Q. Thanh Khé, TP. Pa Néng, Viét Nam
Tel: 0236.3760130/0236.3760131
Fax: 0236.3760127 Email: info@danapha.com

. Va phin phéi trén toan quéc

Ba Néng, ngay O théng 06 nam 2024

A b6 BIEU HANH
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