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Dé xa tém tay tré em
Doc ki hurdng dén si dung trude khi ding

Thuée nay chi ding theo don thuée

Thanh phan cdng thire thudc:

Thanh phén hoat chat: Moi vién nén Grandaxin chura 50 mg
tofisopam

Thanh phén t dugc. magnesium stearate, stearic acid, talc,
gelatine, microcrystalline cellulose, potato Starch, lactose
monohydrate.

Moi vién nén chita 92 mg lactose monohydrate

Dang bao ché:

Vién nén

MG ta san pham Vien nén mau trang hay trang hoi xdm, hinh
tron, mat phang, ber cat, mot mat vién cf khic chit “GRANDAX".
va mat kia co vach chia.

B& m3t vach chia mau tréng.

Vach chia chi gitip bé vién thudc cho dé nudt han, khong dung dé
chia vién thudc thanh 2 phan bang nhau.

|
|
Chi dinh:

, * Biéu trj cac rdi loan tam than (than kinh) va thyc the di kem
cang thang, lo u, r6i loan the vét, thidu nang lugng va dong
! lyc, lanh dam, mét moi va tdm trang chan nan.

* Hoi chimg cai nigu, cdc trigu chiing kich thich thye vét cua cac
i tinh trang tién mé sang hay mé sang.

Liu ding va cach ding:

Liéu ding:

Nauai lon;

D01 véi ngudi Idn lieu thudng dung 13 1-2 vien nén mai 1an,

- 3 1an moi ngay (50-300 mg moi ngay), hodc 1-2 vién nén khi
khong diing thuong xuyén. Do thudc duoc dung nap tot va khong
¢ sy gidm téc dung cla thudc nén khong can thiét phai chuan
liéu tang dén, bénh nhén cd thé dung ngay liu day du can thiét
khi bat dau diéu tri.

Iré em;

Kinh nghiém st dyng thudc & tré em con han ché.
Cach dung:
Dung thudc theo dudng udng.

Chang chi dinh:

e Qua man vdi thanh phan hoat chét cla thudc, véi bat ky
benzodiazepine nao khac hoac vdi bat ky thanh phan td dugc
nao duoc liét ké trong muc 7hanh phén céng thic thude/
Thanh phén 14 durgc.

e Suy hd hap mat b

e Cd tién st ngung tha trong khi ngu

e (d tien st hon mé

e Chdng chi dinh str dung dong thdi tofisopam vdi tacrolimus,
sirolimus va ciclosporin (xem myc 7uong téc, urang ky cua
thudc).

Canh béo va than trong khi diing thudc:
Thudc nay khong dugc khuyén cdo trong ba thang dau cua thai ky
va trong thai gian cho con b (xem muc S¢ dung thude cho phy

- - -

ni7 ¢d thar va cho con ba).
Viéc dung thudc doi hoi phai ddc biét than trong trong trudng hgp
l suy ho hdp man tinh khdng mét bl hodc ¢ nhiing bénh nhan cd
tién st suy ho hap cép.
Viéc diéu trj cho nguti cao tudi, cd bénh vé tam than hogc bénh

nhan suy than hodc suy gan cdng doi hoi phai thdn trgng vi
| thuing xay ra cac tac dung khong mong mudn 6 bénh nhan nay.
‘ Néu dung dong thai vdi cac chét trc ché hé than kinh trung wong
(nfgu, cac thudc chong trdm cam, thude khang histamin, thudc an
thdn gy ngu, thudc an than, thudc giam dau gay nghin, thudc
géy mé), tofisopam c6 thé [am téng tac dung cla céc loai thudc
nay (xem muc 7uang téc, twong ky cua thudc).

Nguy co khi st dung dong thoi céc thude opioid:
Str dyng ddng thdi Grandaxin va céc opioid ¢6 thé dn dén an
than, suy hd hdp, hon mé va t vong. Vi nhitng nguy co nay, viéc

ké toa dong thoi cac thudc an than nhu benzodiazepine hodc
cdc thudc lién quan nhu Grandaxin vdi cac opioid cn duge danh
riéng cho nhing bénh nhan khdng thé 6 lya chon diéu tri thay
thé. Néu quyét dinh ké don Grandaxin ddng thei véi cac opioid,
cAn dung liu thap nhat c6 hiéu qua va thai gian diéu trj cang
ngan cang tét (xem khuyén cdo chung vé liéu ding trong myc
Liéu ding vé céch ding).

Bénh nhén cn dugc theo dai chat ché céc dau hiéu va trigu
chitng cla tinh trang suy hd hap va an than. Khuyén céo nén
thong béo cho bénh nhan va nguti cham séc bénh nhan (néu cd)
cach nhan biét cac tnéu chig nay (xem muc vang téc, wang

ky cua thudc).
Tofisopam khong dugc khuyen c4o trong roi loan tam than man

tinh. &m &nh sa hoac rdi loan &m anh cuiing birc. Do giam sy e
ché, didu tri bang tofisopam cd thé [am tang nguy co cda hanh vi
w 1t hodc théi do gy han. Theo d6, khong nén ding don thuan
tofisopam trong truting hgp trdm cam, hodc tram cam cd di kem
vdi lo au. C4n than trong khi diéu trj cho bénh nhan bj rdi loan
nhan cach.

Dic biét than trong khi dung tofisopam cho bénh nhan cd rdi logn
thyc thé ndo (chang han x cing dong mach).

Thudc nay c6 thé gay co gidt & bénh nhan bj dong kinh.

Khong dung Grandaxin cho bénh nhan bi glocdm géc dong.

[4 dirge:

Do vién nén Grandaxin chia lactose monohydrate, bénh nhan

¢6 van dé di truyén higm g3p khong dung nap galactose, thiéu
hut Lapp lactase hodc kém hép thu glucose-galactose khang nén
dung thudc nay.
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Sit dung thudc cho phu nif ¢c6 thai va cho con bu:

Phu nir co thai:

Tofisopam di qua nhau thai. Khang dung thudc nay trong ba
thédng dAu cta thai ky, va phai dénh gid ky loi ich/ nguy co trudc
khi quyét dinh dung thudc ¢ giai doan sau cua thai ky (xem muc
Canh béa v than trong khi ding thuoc).

Phu nir cho con bu:

Tofisopam dugec tiét vao sita me, do do khong nén dung
Grandaxin trong thoi gian cho con bu.

—

Anh hudng cta thudc Ién kha ning lai xe va van hanh
may maoc:

Msc db Grandaxin khdng cd tac dung an than géy ngu, vao thoi
gian dau cta qua trinh diéu tri, bénh nhan khdng duge lai xe hodc
van hanh cac may méc nquy hiém. Sau do, mic dg va thai gian
gidii han cac hoat dong nay phai dugc quyét dinh bdi cac bac si
cho ting triding hop cy the.

Tuong tac, tuong ky cua thudc:

Néng dd trong huyét thanh cla céc thude dugc chuyén héa qua
CYP 3A4 c6 thé tang lén khi st dung ddng thai. Do d6 khdng
dugc st dung dong thi tofisopam véi tacrolimus, sirolimus va
ciclosporin.

Khi st dung ddng thi vdi cac thude e ché hé than kinh trung
vong (cdc thude giam dau, thudc mé, chang tram cam, khang
histamin Hy, an than gdy ngu, an than) sé lam tang tac dung cua
¢4 hai (tac dung an than, Gc ché hd hap).

Cac opioid: Stt dung dong thdi cac thude an than nhu cac
benzodiazepine hogc cdc thudc lién quan nhu Grandaxin véi cac
opioid lam tang nguy ca an than, suy ho hap, hon mé va t vong
do cing hudng tc dung e ché hé than kinh trung wang. Can han
ché liéu ding va thai gian st dung dong thi cac thude nay (xem
muc Canh béo va thin trong khi ding thud).
Cac chat gy cam (ing men gan (rugu, nicotine, cac barbiturate,
cac thudc chding dong kinh, ...) 1am tang chuyén héa cua
tofisopam, cd thé dan dén giam ndng do cta thude trong huyeét
wong va giam hiéu qua diéu trj cha thudc.
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Mt s thudc khang ném (ketoconazole, iatraconazole) o6 thé am

ang ndng d4 tofisopam trong huyét twong do (e ché chuyén hoa
thudc tai gan.
Mt s8 thudc diéu trj 1ang huyet &p (clonidine, céc thudc chen
kénh calci) co the 1am téng téc dung cua tofisopam. Cc thudc
chen thy thé beta co thé e ché sy chuyén héa cua tofisopam;
tuy nhién, wong tc ndy khong c6 anh huting déng ké.
Tofisopam c6 thé 1am tang ndng dd trong huyét thanh cua
digoxin.
Cac benzodiazepine c6 thé anh hudng dén téc dyng chong dong
mau cua warfarin.
Stt dyng disulfiram kéo dai cd thé trc ché sy chuyén hda cua
tofisopam.

Céc thudc khang acid cé thé c dnh hudng khéc nhau dén sy hap

thu cta tofisopam. Cimetidine va omeprazole (fc ché sy chuyén

hda cua tofisopam.
Céc thudc trénh thai duting udng c6 thé (e ché sy chuyén hoa

cua tofisopam.

Tofisopam lam giam téc dong tiéu cyc cua rigu 1én nhan thirc.
Tinh twong ky:

Khong &p dung.

Tac dung khdng mong mudn cua thudc:

Viéc phan loai céc tac dung khong mong mudn dugc dya trén cac

quy udc sau: rat thudng gap (=1/10); thutmg gép (=1/100 dén
<1/10); it gap (=1/1.000 dén <1/100); hiém gap (=1/10.000
dén <1/1.000); rat hiém gap (<1/10.000), khéng biét tan suat
(khdng thé wc tinh dugc t céc dit liéu hién cd).
Trong moi nhom tan suat, cc tac dung khong mong mudn duge
sap xép theo thit tv mic do nghiém trong giam déan. Doi vdi cac
tac dung khong mong mudn thuong gap nhat, khang c6 dit liéu
phu hgp lién quan dén tan suat.

Rai lean tam than:

Kich dong, dé bj kich thich, cang thang, mat cam gidc ngon
miéng, rat hiém khi xay ra lan [on.
Rar loan hé than kinh:
M4t ngU; rat hiém khi tofisopam cd thé gay co giat & bénh nhan
dong kinh.
Rai loan hé hép, léng ngure va trung that:

Suy ho hap.

Rai loan tiéu hoa:

Non, budn ndn, téo bon, trvdng bung, kho miéng.

Réi lean gan mat:

Hiém khi xy ra vang da (t mat.

Réi loan da va mé dudi da:

Phét ban, phat ban dang tinh hong nhiét.

Réi loan co xuang khdp va mé lién két:

Cang co, dau co.

Radi loan toan than va tai vi tri ding thudc:

Bau dau, nglra.

Qua ligu va cach xur tri:
Triéu chirng:
C4c tac dyng gdy suy giam hé than kinh trung vong chi xudt hign
sau khi diing liéu rét cao (50-120 mg/kg cén ndng). Cac liéu nay
cd thé gy ndn, an 1gn, hon mé, te ché ho hap va co giat djng
Kinh.
X tri;
Rira da day cd thé cd ich trong XU tri qué liéu, tuy nhién can tranh
g4y ndn do hé thn kinh trung vong bi suy giam. C6 thé st dung
than hoat tinh va cac thudc nhuan trang dé dc ché hodc giam su
hap thu tofisopam.
Can theo doi céc dau hiéu cua su song va diéu tri triéu chitg
thich hp. Trong tréing hgp suy hd hap néng, c6 thé ho trg ho
hap. Khdng nén dung cac thudc kich thich hé than kinh trung
wong. Xt tri ha huygt &p bang céc dich truyén tinh mach bd sung
va gilt bénh nhén ¢ w thé Trendelenburg. Néu céc bién phép
nay khong phyc hoi dugc huyét 4p binh thuting thi cd thé ding
dopamine hodc noradrenaline.
Tofisopam khong dugc logi bo bdi qua trinh thdm phan, lgi tiéu
bat bugc khdng mang lai bat ky lgi ich nao.
Trong trwing hgp nhiém doc tofisopam viéc st dung flumazenil
chuta dugc thet trong cac thir nghiém lam sang.

= pep

Dac tinh duye lyc hoc: i
Nhém duge tr ligu: céc ddn xudt benzodiazepine
Ma ATC: NO5B A23

Co ché tic dung:

Tofisopam [3 mt thudc chong lo &u yéu cd thoi gian tac
dyng ngin, véi chi s diu trj rong. Co' ché téc dyng chinh
xdc cla thudc chua duoe biét nhiéu, Tofisopam khac vdi cac

1.4 benzodiazepine kinh dién vé mat cu trdc hod hoc va vé céc
dac diém dugc ly va 1am sang.

Durge lve hoc:

Tofisopam c0 hiéu qua trong diéu trj cac tinh trang lo &u kem véi
céc triéu ching thuc vat, mét moi, lanh dam. Khdng gidng nhu
c4e benzodiazepine kinh dién, tofisopam khoing cd téc dung gay
ngui thong thuong, 1dm gian co hay chéng co gidt va khong lam
suy giam chuc nang tam than vén djng, nhan thirc va tri nhé,
ngoai ra thudc ¢6 hogt tinh kich thich nhe. Do khang cd tac dyng
gian co, tofisopam ciing cd thé duge st dung trong truing hgp
gian co 1a chding chi dinh hogc khdng mong mudn (nhutge co,
c4c bénh vé cd, teo co do than kinh).
Khong thay cé sy 1& thude thudic vé mat thé chat hay tam thén khi
diing tofisopam khi diéu trj kéo dai.

Dic tinh duge dong hoc:

Hap thu:

Tofisopam dugc hap thu nhanh chéng & hé tiéu hoa, nong df t6i
da trong huyét twong dat duge trong vong 1-1,5 gidr

Phén ba:

Khodng 50% thudc dugc gan vao protein huyét tuong.

Chuyén hda:

Sau khi hap thu, thudc dugc chuyén hda manh ban d4u tai gan.
Con duting chuyén hda chinh 13 loai bé methyl.

Thai trir:

Khoang 60% lugng thuc duwa vao duge thai trif qua nudc tieu va
40% qua phén duti dang céc chat chuyén hoa. Thai gian ban thai
la 6-8 gio.

Dit lidu an toan tién Idm sang:

Trong céc tht' nghiém trén dong vat khdng thay cd tac dung gay
qual thal.

Dua trén céc dit liéu hién co, thudc khang anh hugng dén kha
nang thu thai va khong cd téc dung gay dot bién hodc gay ung
thu.

Quy cach dong go:
Moi vi (OPA/AI/PVC//Al) chira 10 vién nén. Hop gidy chira
2 vi hodc 6 vi cling to hudng dan st dung.

Diéu kién bao quan: Bao quan duti 30°C.
Han diing: 36 thang ke t ngay san xudt.
Tiéu chu@n chat lugng: Tiéu chudn co s6.

Tén, dia chi co so san xuat:
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