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Grandaxin

Tofisopam 50mg

Khéng gay & thudc thudc’

CHi DINH

+ Cac bénh tdm than (than kinh) va thuc thé co dikem lo au,
réi loan thuc vat, thiéu sinh luc va/hodc dong luc, 1anh
dam, mét mai, tram cam,

+ Diéu tri triéu chiing chiing dau that nguc gia,

+ Trong héi chiing cai ruou: thudc co thé giup lam gidm céc
triéu chiing thuc vat va su kich thich trong céc tinh trang
tién mé sang hay mé sang.

+ C&thé dung vién nén Grandaxin khi céc thude lam gian co
bi chéng chi dinh, nhu trong bénh nhugc co nang, bénh
c0, va teo co do than kinh.

LIEU LUGNG VA CACH DUNG
Liéu thdng thuong & ngudi I16n: 1 dén 2 vién nén, ngay 1 dén
3 1an (téng cong 50 mg dén 300 mg mabi ngay). Néu thinh
thodng mdi dung thi c6 thé udng 1-2 vién.
CHONG CHi DINH
Qua man vai hoat chéat hay céc thanh phan khéac cua thudc,
hay vdi bat ky benzodiazepine nao khac, suy hé hdp mat bu,
bénh str c6 hdi ching ngung thd trong khi ngd, bénh sir co
bi hon mé. ;
NHONG LUU Y PAC BIET KHI SU'DUNG THUGC
Khong dung thudce trong ba thang dau cua thai ky va khi co
cho con bu, than trong khi diéu tri cho bénh nhan cé suy ho
h&p man tinh khdng mét bu, hay trong bénh str co suy ho
hédp cép, rat than trong khi dung vién nén Grandaxin cho
bénh nhan cao tudi, tri tué cham phat trién va ngudi bi suy
chure nang than va/hodc gan, vi nhiing ngudi nay dé bi tac
dung phu hon nhiing bénh nhan khéc, céc thudc lam suy hé
than kinh trung uong (nhu rugu bia, céc thude chéng tram
cam, khang histamin, an than gay ngu, tri loan tam than,
gidam dau giong thudc phién, thuée mé): khi phéi hop céc
thude nay vdi Grandaxin thi cé thé lam tang céc tac dung,
khong nén dung thude trong céac truong hop loan tam than
man tinh cling nhu trong céc tinh trang sg hay am anh.
Dung thudc trong nhiing truong hop nay co thé lam tang
nguy co tu tr va co thai do gay han. Do dé khong nén dung
don thuan Grandaxin trong trudng hop tram cam, va tram
cam co6 di kem vai lo du. Than trong khi diéu tri cho nhiing
bénh nhan bj chimg mét nhan cach. Than trong khi diéu tri
cho bénh nhén bi thuong t6n thuc thé ndo (nhu xo cung
déng mach), diéu tri véi Grandaxin co thé gay co giat & bénh
nhan bi chimg déng kinh, khéng dung thuéc nay cho nhiing
bénh nhan bi glécém goéc dong,

moi vién nén Grandaxin c6 chira 92 mg lactose. Phai luu y

dén viéc nay khi diéu tri cho bénh nhan khéng dung nap

dugc lactose. Khuyén bénh nhan tranh dung thirc uéng co
con trong khi diéu tri véi Grandaxin.

TUONG TAC THUOC

Céc thubc lam suy hé than kinh trung uong (nhu thude giam

dau, thuéc mé, chéng tram cam, khang histamin H1, an

than gay ngu, tri loan tdm than): phdi hop Grandaxin véi cac
thudc nay sé lam tang tac dung ctia ca hai (nhu tac dung an
than, lam suy hé hap), cac chat gdy cdm (ng men gan

(ruou, nicotine, barbiturate, thudce tri dong kinh): cac thude

nay co thé lam tang chuyén hoa cua tofisopam. Viéc nay co

thé dan dén néng dé trong huyét tuong lan tac dung diéu tri
cla thubc giam, moét s6 thube tri ndm (ketoconazole,
itraconazole): cac thudc nay cé thé tc ché su chuyén hoa
cua tofisopam tai gan, c6 thé dan dén néng do thudc trong

Chéng lo au va diéu hoa than kinh thuc vat’

Tai liéu théng tin cho can bo y té

THONG TIN KETOA

huyét tuong tang, mot sd thude tri tang huyét &p (clonidine,
chét ddi khang kénh canxi): cac thudc nay co thé lam tang
tac dung cua tofisopam. Cac thudc chen béta cé thé tc ché
chuyén hod culia thudc, tuy khéng quan trong vé mat l1am
sang, digoxin: tofisopam c6 thé lam tadng néng doé digoxin
trong huyét tuong, warfarin: cac benzodiazepine cé thé anh
huéng dén tac dung chéng déng mau cla warfarin,
disulfiram: diéu tri lau dai véi thude nay cé thé tc ché chuyén
hoé cla tofisopam, céc thudc khang axit: co thé anh hudng
dén su hép thu ctda tofisopam. Cimetidine va omeprazole trc
ché su chuyén hod clia tofisopam, cac thudc tranh thai dang
udng: co thé tc ché su chuyén hod cua tofisopam, ruou:
tofisopam giam tac dung lam suy hé than kinh trung uong
cla ruou.

SU'DUNG CHO PHU N’ €O THAI VA CHO CON BU
tofisopam di qua nhau thai. chdng chi dinh dung thuéc trong
ba thang dau cua thai ky, va phai danh gia ky loi hai trude khi
quyét dinh dung thudc trong giai doan sau cla thai ky. Thuéc
duac thai vao sita me, do dé khdng nén diing thudc trong khi
cho con bu.

TAC PONG KHI LAI XE VA VAN HANH MAY MOC

Tuy Grandaxin khéng gay budn ngu hay lam an than, nhung
bénh nhan khéng dugc 1ai xe, van hanh may maoc hay lam
céc cong viéc co nguy co tai nan cao, it nhat vao Itc bat dau
diéu tri véi Grandaxin. Sau do, muc doé va thoi gian gidi han
céc hoat dong nay phai dugc quyét dinh theo timg truong
hop mot. )

TAC DUNG KHONG MONG MUON

Thuong 1a nhe va thoéng qua, da s xuat hién khi dung liéu
cao.

Hé tiéu héa: an mat ngon, tédo bon, day hai, budn non, nén,
kho miéng. Doi khi cé thé xdy ra vang da do & mat.

Téc dung c6 lién quan dén hé than kinh trung uong: nhic
dau, cadm giac cang thang, mat ngu, kich thich, kich déng. Doi
khi c6 thé 1an 16n va co thé gay co giat & bénh nhan bj déng
kinh.

Da: ngoai ban, ngoai ban dang tinh héng nhiét, ngura.

Hé co xuong: céng co, dau ca.

Hé hé hap: suy ho hap.

Thong bédo cho béc si nhing tac dung khéng mong mudén
gédp phai khi str dung thude.

DU’ LIEU TIEN LAM SANG

Trong cdac thir nghiém trén dong vat khong théy cé tac dung
gay qudi thai.

Dua trén cac di liéu thi nghiém, thudc khéng anh hudng dén
kha nang thu thai, cling khéng co tac dung gay dot bién hay
gay ung thu.

HAN DUNG

36 thang ké tir ngay san xuét.

QUY CACH PONG GOI

2 vix 10 vién nén

NHA SAN XUAT

EGIS PHARMACEUTICALS PRIVATE LIMITED COMPANY
Tru s&: 1106 Budapest, Kereszturi Gt 30-38., Hungary

Nha mdy: 1165 Budapest, Bokényfoldi ut 118-120., Hungary
NHA PHAN I?HOI

CONG TY CO PHAN DUOC PHAM VIET HA - Dia chi: S6 4 16
A, buong Trudng Son, P 15, Q. 10, TRHCM — DT: 08.3970
3695- Fax: 08.6264 8668
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Grandaxin®

Vién nén tofisopam 50 mg

DE xa tam tay tré em
Boc ki huwdng dan st dung trirde khi ding
Thuét nay chi ding theo don thuée

Thanh phan cong thic thudc:

Thanh phén hoat chét: M6i vién nén Grandaxin chita 50 mg
tofisopam

Thanh phén td dirge: magnesium stearate, stearic acid, talc,
gelatine, microcrystalline cellulose, potato starch, lactose
monohydrate.

MGi vién nén chita 92 mg lactose monohydrate

Dang bao ché:

Vién nén

M 13 sén phém: \lién nén mau trang hay trang hoi xam, hinh
tron, mat phéng, bd cdt, mot mét vién cd khac chit “GRANDAX”,
va mét kia c0 vach chia.

B& mat vach chia mau tréng. ;

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

Chi dinh:

* Diéu tri c4c rdi loan tam than (than kinh) va thuc thé di kem
céng thang, lo Au, réi loan thyc vat, thiéu nang lugng va dong
Iigc, lanh dam, mét mai va tam trang chan nan.

* Hgi chiing cai rugu, cac trigu ching kich thich thyc vét cla cac
tinh trang tién mé sang hay mé sang.

Liéu dung va cach ding:

Liéu ding:

Nauor lon:

Béi véi-ngudilén lidu thudng dung la 1-2 vién nén-moi lan,
1-3 1&n mdi ngay (50-300 mg mdi ngay), hodc 1-2 vién nén khi
khong dung thutng xuyén. Do thudc dugc dung nap tt va khong
¢6 su giam téc dung cla thudc nén khng cén thiét phai chuan
liu tang dan, bénh nhén c6 thé dung ngay liéu day dd can thiét
khi bat dau diéu tri.

Tré em:

Kinh nghiém st dung thudc ¢ tré em con han ché.

Cach ding:

Diing thudc theo duting udng. . ‘

Chang chi dinh:

* Qua man vdi thanh phan hoat chat clia thudc, véi bét ky
benzodiazepine nao khéc hoéc vdi bat ky thanh phan té dugc
nao duge ligt ke trong muc 7hank phén eing thiie thudc/
Thanh phén 4 durge.

* Suy ho hép mét bu

« (6 tién st ngung thé trong khi ngt

* (6 tién st hon mé

* Chdng chi dinh st dung déng thdi tofisopam vdi tacrolimus,
sirolimus va ciclosporin (xem myc 7uang téc, trang ky cia
thudt).

Canh béo va than trong khi ding thudc:

Thudc nay khong dugc khuyén cdo trong ba thang dau cla thai ky
va trong thdi gian cho con b (xem muc SiZ dung thudc cho phy
i ¢d thai va cho con bi).

Vigc dung thudc doi hi phai dac biét than trgng trong truting hop
suy ho hap man tinh khong mét bi hoéc ¢ nhiing bénh nhan c6
tién stt suy ho hé&p cap.

Viéc diéu trj cho nguoi cao tudi, cé bénh vé tm than hoac bénh
nhén suy than hodc suy gan ciing doi hoi phai thén trong vi
thutng xay ra céc tac dung khdng mong mudn & bénh nhan nay.
N&u dung ddng thoi vdi cac chét e ché hé thén kinh trung uong
(ngu, cac thudc chdng trdm cam, thudc khang histamin, thudc an
than gay ngd, thudc an thén, thudc gidm dau gay nghién, thudc
gy mé), tofisopam cd thé lam téng téc dung cla cac loai thudc
nay (xem muc 7uang tdc, tang ky cia thudt).

Nguy co khi st dung dong thoi céc thudc opioid:

St dung dding thoii Grandaxin va cac opioid ¢6 thé dan dén an
than, suy h h&p, hon mé va ti vong. Vi nhing'nguy co nay; viée
ké toa doing thdi cac thudc an than nhu benzodiazepine hogc
céc thudc lién quan nhu Grandaxin véi céc opioid can dugc danh
riéng cho nhitng banh nhan khdng thé cd lya chon diéu tri thay
thé. N&u quyét dinh ké don Grandaxin ddng thdi véi céc opioid,
cén ding liéu thap nhét ¢d hiéu qua va thdi gian diéu tri cang
ngéan cang t6t (xem khuy&n céo chung vé liu diing trong myc
Liéu ding va céch ding).

Bénh nhan can dugc theo ddi chat ché cac dau higu va tridu
chiing ctia tinh trang suy ho hép va an than. Khuyén céo nén
thdng béo cho b&nh nhan va nguti cham séc bénh nhan (néu co)
cach nhan biét cac triéu chiing ndy (xem myc 7wong téc, trong
ky cia thudc).

Tofisopam khdng dugc khuyén céo trong réi loan tim than man
tinh, &m anh sg hodc réi loan &m anh cuting biic. Do giam sy tic
ché, diéu tri bang tofisopam cd thé 1am tang nguy co cla hanh vi
't hodc thai do gy han. Theo do, khong nén ding don thuén
tofisopam trong truging hop trdm cam, hodc trdm cam c6 di kem
véi lo &u. Can than trong khi diéu tri cho bénh nhén bj réi loan
nhén cach.

Bic bigt than trong khi diing tofisopam cho bénh nhén cd réi loan
thyc thé ndo (chéng han xo cting dong mach).

Thudc nay cé thé gy co giat & bénh nhén bi dong kinh.

Khdng diing Grandaxin cho bénh nhan bj glocom gdc dong.

14 durge:

Do vién nén Grandaxin chia lactose monohydrate, bénh nhan
c6 van dé di truyén hiém gap khong dung nap galactose, thiéu
hyt Lapp lactase hoac kém hap thu glucose-galactose khong nén
duing thudc nay.

Sit dung thudc cho phu nit c6 thai va cho con bi:

Phu ni¥ ca thai:

Tofisopam di qua nhau thai. Khong dung thudc nay trong ba
théng dau ctia thai ky, va phai dénh gia ky loi ich/ nguy co trudc
khi quyét dinh dung thudc ¢ giai doan sau cta thai ky (xem myc
Canh béao va than trong khi ding thudt).

Phu ni¢ cho con bi:

Tofisopam dugc tiét vao sita me, do dd khdng nén diing
Grandaxin trong thi gian cho con bd.

Anh hutg ciia thudc 1én kha ning li xe va van hanh
may moc:

Méc du Grandaxin khdng c6 tac dung an thén gay ngu, vao thdi
gian d4u cta qué trinh diéu tri, banh nhan khong dugc 4 xe hodc
van hanh céc may méc nguy hiém. Sau d6, mitc df va thoi gian
gidi han céc hoat dong nay phai dugc quyét dinh bdi cac béc si
cho timg truting hop cu thé.

Tuong tac, tuong ky clia thudc:

Ndng do trong huyét thanh clia c4c thudc dugc. chuyén hoa qua
CYP 3A4 cd thé tang Ién khi st dung ddng thoi. Do dd khong
dugc st dung dong thoi tofisopam véi tacrolimus, sirolimus va
ciclosporin.

Khi st dung déing thoi véi cac thudc (e ché hé thén kinh trung
wong (cac thudc gidm dau, thudc mé, chong trdm cam, khang
histamin H;, an than gay g, an than) sé lam tang tac dung clia
¢a hai (téc dung an thén, (c ché h hap).

Céc opioid: St dung ddng thi cac thudc an than nhu céc
benzodiazepine hoac céc thudc lién quan nhu Grandaxin vdi cac
opioid 1am tang nguy co an than, suy hd hdp, hon mé va ttvong
do cng hubng tac dung (e ché hé than kinh trung weng. Cén han
ché liéu dung va thoi gian stt dung ddng thdi céc thudc nay (xem
muc Canh béo v thén trong khi ding thudt).

Céc chat gay cam (ing men gan (rugu, nicotine, cc barbiturate,
céc thudc chng dong kinh, ..) lam tang chuyén hda cla
tofisopam, cé thé dén dén giam ndng do cla thudc trong huyét
tuong va giam hiéu qua diéu trj cla thudc. ;
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Mgt s§ thudc khang ném (ketoconazole, iatraconazole) cd thé Iam
tang ndng do tofisopam trong huyét tweng do ttc ché chuyén hoa
thudc tai gan.

Mt s& thudc diéu tri tang huyét &p (clonidine, céc thudc chen
kénh calci) c6 thé lam ting téc dung cua tofisopam. Cac thudc
chen thu thé beta cd thé tic ché su chuyén héa cla tofisopam;
tuy nhién, tuong tac nay khang co anh hugng déng ké.
Tofisopam c6 thé 1am téng ndng dd trong huyét thanh cla
digoxin.

Cac benzodiazepine c6 thé anh hutng dén tac dung chdng dong
mau ctia warfarin.

Sit dung disulfiram kéo dai co thé tic ché su chuyén hoa cla
tofisopam.

C4c thudc khéng acid ¢ thé cd anh huding khéc nhau dén sy hap
thu ctia tofisopam. Cimetidine va omeprazole itc ché sy chuyén
hoa cta tofisopam.

C4c thudc tranh thai duing udng c6 thé e ché si chuyén hoa
cla tofisopam.

Tofisopam |am giam tac ddng tiéu cuc cla rugu Ién nhan thitc.
Tinh tuong ky:

Khdng ép dung.

Tac dung khdng mong mudn cia thudc:

Viéc phén loai céc tac dung khdng mong mudn dugc dya trén céc
quy utic sau: rat thuding gap (=1/10); thutng gap (=1/100 dén
<1/10); it gap (=1/1.000 dén <1/100); hiém gap (=1/10.000
dé&n <1/1.000); rat hiém gdp (<1/10.000), khong biét tan suat
(khong thé ugc tinh duge tit cac dit lidu hién cd).

Trong moi nhom tén suét, céc tac dung khong mong mudn duge
sap xép theo thit tv mic dd nghiém trong giam dan. B6i véi céc
tac dung khong mong mudn thuting gap nhét, khong co dit ligu
phu hop lién quan dén tan sudt.

Rdi loan tam than:

Kich ddng, dé bi kich thich, cang thing, mat cam giac ngon
miéng, rat hiém khi xdy ra In Ion.

Rii loan hé thn kinh:

Mt ngd; rat higm khi tofisopam c6 thé gay co giat & bénh nhan
dong kinh.

Réi loan hé hap, long nguc va trung that:

Suy ho hép.

Réi Ioan tiéu hoa:

Non, budn ndn, téo bon, trudng bung, kho migng.

Rdi loan gan mat:

Hiém khi xay ra vang da (f mét.

Réi loan da va mé dudi da:

Phét ban, phét ban dang tinh hdng nhiét.

Réi loan co xuong khip va mé lién két:

Cang co, dau co.

Réi loan toan than va tai vi tri ding thudc:

Bau dau, ngta.

Qua liéu va cach xi tri:

Triéu chirng:

Céc tac dung gay suy giam hé than kinh trung wong chi xuat hign
sau khi dung liéu rét cao (50-120 mg/kg cén nang). Céc liéu nay
c6 thé gay ndn, I4n 1dn, hon mé, e ché ho hap va co git dong
kinh.

Xe tri:

Rita da day cé thé cd ich trong x(t tri qué liéu, tuy nhién cén tranh
gay non do hé than kinh trung uong bi suy gidm. C6 thé st dung
than hoat tinh va céc thudc nhuan trang dé ttc ché hodc gidm s
hép thu tofisopam.

Cén theo ddi céc dau hiéu cta su song va diéu tri triéu ching
thich hop. Trong trung hop suy hd hap néng, c6 thé hd trg ho
hap. Khong nén dung céc thudc kich thich hé than kinh trung
uong: Xt tri-ha huyét ap bang cac dich truyén tinh mach bd sung
va giit bénh nhan & v thé Trendelenburg. Néu céc bién phép
nay khong phuc hdi duroe huyét 4p binh thutig thi ¢6 thé diing
dopamine hodc noradrenaline.

Tofisopam khng dutc loai b béi qua trinh tham phan, lgi tiu
bat budc khang mang lai bat ky loi ich nao.

Trong truting hop nhiém ddc tofisopam vic st dung flumazenil
chua dugc thit trong cc thit nghiém 13m sang.

Dic tinh dugc lwe hoc:

Nhom duge tri liéu: céc dan xuat benzodiazepine

Ma ATC: NO5B A23

Co ché'tic dung:

Tofisopam Ia mt thudc chng lo &u yéu cd thoi gian téc

dyng ngan, vdi chi sd diéu tri rgng. Co ché tac dung chinh

xéc cla thudc chua dug biét nhiéu. Tofisopam khac vdi céc

14 benzodiazepine kinh dién vé mét cau tric hod hoc va vé cac

dac diém dugc Iy va lam sang.

Durge lue hoc:

Tofisopam c6 higu qua trong diéu tri céc tinh trang lo du kém véi

céc triéu chitng thyc vat, mét mdi, lanh dam. Khong gidng nhu

céc benzodiazepine kinh dién, tofisopam khong cé tac dung gay

ngt thong thutng, lam gian co hay chdng co giét va khong lam

suy giam chirc nang tam than van dong, nhan thirc va tri nhg,

ngoai ra thudc cd hoat tinh kich thich nhe. Do khong ¢ téc dung

gian co, tofisopam ciing ¢ thé duge stt dung trong truding hop
~gian co la chong chi dinh hodc khong mong mudn (nhugeca,

cac bénh vé co, teo co do than kinh).

Khong thay c6 su 18 thudc thudc vé mat thé chat hay tam thén khi

diing tofisopam khi diéu tri kéo dai.

Dic tinh dugc dong hoc:

Hap thu:

Tofisopam dugc hdp thu nhanh chong & hé tiéu hda, ndng do i
da trong huyét tuong dat dugc trong vong 1-1,5 gio.

Phén bé:

Khoang 50% thudc dugc gan vao protein huyét wang.

Chuyén hoa:

Sau khi hap thu, thudc dugc chuyén héa manh ban d4u tai gan.
Con duttng chuyén héa'chinh 13 loai bd methyl.

Thai trir:

Khoang 60% lugng thudc dua vao dugc théi trit qua nudc tiéu va
40% qua phén dusi dang cac chat chuyén hod. Thoi gian ban théi
Ia 68 gio.

Dit ligu an toan tién lam sang:

Trong céc thir nghiém trén dgng vat khdng théy cd tac dung gy
quai thai.

Dua trén céc dit liéu hién co, thudc khong anh hugng dén kha
nang thy thai va khong co tac dung gay dot bién hodc gay ung
th.

Quy cach dong goi:

MGi vi (OPA/AI/PVC//Al) chita 10 vién nén. Hop gidy ehita
2 vi hodc 6 vi cling to hutng dan st dung.

Diéu kién bao quan: Bio quan dui 30°C.

Han diing: 36 théng ké tit ngay sén xuat.

Tiéu chudn chat lveng: Tiéu chudn co s6.

Tén, dia chi co sé san xuat:
-
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