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Rx- Thuéc nay chi ditng theo don thuéc.
HUONG DAN SU DUNG
1. Tén thuéc: GRANTOFI 50
2. Cac déu hiéu lru ¥ va khuyén cdo khi dung thudc:
“Pé xa tam tay tré em”
“Poc ky huéng dan sw dung truoe khi ding”
“Théng bdo ngay cho bdc sy hodc dwoc sy nhitng tac dung khéng mong mudn gdp phdi

khi str dung thudc”,

3. Thanh phéan céng thirc thude
THANH PHAN HAM LUONG
Tofisopam 50 mg

Ta duoc: PVP K30, avicel PH 102, Sodium Starch Glycolate (DST), acrosil, magnesi

stearat vura du 1 vién.

4. Dang bao ché: Vién nén.
M6 ta: Vién nén mau tréng, canh va thanh vién lanh lan.
5. Chi dinh

- Céc bénh rdi loan tam than (th?ln kinh) nhe va cang théng (stress): r6i loan than
kinh thwe vat, thiéu sinh luc hodc dong luc, 1anh dam, mét moi, tram cam, suy
nhuoc than kinh, suy nhuogc tinh duc.

- Dibu tri tridu chitg ching dau thit nguc gia.

- Trong hoi chimg cai ruou: thude ¢6 thé giup lam giam céc tridu chung thuc vat va
s kich thich trong céc tinh trang tién mé sang hay mé sang.

- Co thé dung vién nén Grantofi 50 trong bénh nhugc co nang, bénh co, va teo co
do than kinh.

6. Cach dung, lidu dung

- Liéu thong thuong & nguoi 16n: 1 dén 2 vién nén, ngay 1 dén 3 1an (tdng cong 50
mg dén 300 mg mdi ngay).

- Néu thinh thoang méi dung thi ¢é thé udng 1-2 vién.

- C6 thé bat dau diéu tri v6i bat ky lidu nao thay thich hop. Thudng khong cén thiét
phai tang dan lidu vi thude duoc dung nap tét va khong cé giam sy tinh tao trong
khi diéu tri v&i Grantofi.

7. Chéng chi dinh
- Qua man vdi hoat chat hay cac thanh phan khac cua thubc, hay voi bat ky

1
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benzodiazepine nao khac.

Suy hé hap mat bu.

Bénh su ¢6 hoi ching ngung the trong khi ngu.
Bénh sur ¢6 b1 hon mé.

8. Canh b4o va thén trong khi dung thude

Khong dung thude trong ba thang dau cua thai ky va khi ¢6 cho con b.

Than trong khi didu tri cho bénh nhéan c6 suy hé hap man tinh khéng mat bu, hay
trong bénh sir ¢6 suy hd hap cap.

Rét than trong khi dung vién nén Grantofi cho bénh nhan cao tudi, tri tué cham
phat trién va nguoi bi suy chirc nang than va/hoic gan, vi nhitng ngudi nay dé bi
tac dung phu hon nhiing b¢nh nhan khac.

Cac thude 1am suy hé than kinh trung uong (nhu reou bia, cac thude chéng tram
cam, khang histamin, an than gy ngu, tri loan tim than, giam dau gidng thudc
phién, thubc mé): khi phdi hop cac thude nay voi Grantofi thi ¢6 thé lam ting cac
tac dung,

Khong nén dung thude trong cac truong hop loan tim than man tinh ciing nhu
trong céac tinh trang so hay 4m anh. Dung thudc trong nhimg trudng hop nay cé
thé lam ting nguy co tu tir va ¢o thai dé gay han. Do do khong nén dung don
thuan Grantofi trong truong hop tram cam, va tram cam cé di kém véi lo 4u. Than
trong khi diéu tri cho nhitng bénh nhén bi chirng mat nhan céch.

Than trong khi didu tri cho bénh nhan bi thuong tén thuc thé ndo (nhw xo cing
déng mach).

Diéu tri v6i Grantofi co thé gy co gidt & bénh nhan bi chimg dong kinh.

Khong dung thude nay cho nhitng bénh nhan bi glocém goc dong.

Khuyén bénh nhan tranh dung thirc udng cé con trong khi didu tri voi Grantofi.

9. Sir dung thudc cho phu nit ¢6 thai va cho con ba

Thai ky: tofisopam di qua nhau thai. Chéng chi dinh dung thuéc trong ba thang
dau cua thai ky, va phai danh gia k¥ loi hai truéc khi quyét dinh dung thudc trong
giai doan sau cua thai ky.

Cho con bu: thude duoc thai vao sita me, do do khong nén dung thudc trong khi
cho con bu.

10. Anh hudng ciia thudce 1én kha niing 1ai xe va vin hanh may moéc



https://trungtamthuoc.com/

Tuy Grantofi khong gy budn ngu hay 1am an than, nhung bénh nhan khéng duoc lai xe,
van hanh may moéc hay lam cdc cong viée cd nguy co tai nan cao, it nhét vao luc bat dau
diéu tri véi Grantofi. Sau do, mic do va thoi gian gidi han cac hoat déng nay phai duoc
quyét dinh theo timg truong hop mot.
11. Twong tac, twong ky ciia thude
Cac thude lam suy hé than kinh trung wong (nhu thudc giam dau, thudc mé, chong trim
cam, khang histamin H1, an than gay ngu, tri loan tdm than): phéi hop Grantofi véi cac
thudc nay s& lam ting tac dung cta ca hai (nhu tac dung an than, lam suy hé hap).
Céc chat gdy cam tng men gan (rugu, nicotin, barbiturat, thudc tri dong kinh): cac thudc
nay co thé 1am ting chuyén hoa cia tofisopam. Viéc nay c6 thé dan dén nong do trong
huyét twong 13n tac dung diéu tri cua thube giam.
Mot sb thude tri nam (ketoconazol, itraconazol): cac thudc nay co thé wc ché su chuyén
héa ciia tofisopam tai gan, co thé dan dén ndng do thude trong huyét tuong ting.
Mot s6 thude tri ting huyét ap (clonidin, chat déi khang kénh canxi): cac thudc nay c6 thé
lam tang tac dung cua tofisopam. Céac thudc chen béta co thé wc ché chuyén hoa cua
thude, tuy khong quan trong vé mit 1am sang.
Digoxin: tofisopam cé thé lam ting ndéng do digoxin trong huvét tuong.
Warfarin: cac benzodiazepin cé thé anh huong dén tac dung chong dong méu cua
warfarin,
Disulfiram: diéu tri 1au dai véi thude nay cé thé wrc ché chuyén hoa cua tofisopam.
Céac thube khang axit; c6 thé anh huong dén sy hap thu cua tofisopam. Cimetidin va
omeprazol trc ché su chuyén hoa cua tofisopam.
Céc thude tranh thai dang udng: c¢6 thé vc ché sy chuyén hoa ciia tofisopam.
Ruou: tofisopam giam tac dung lam suy hé than kinh trung wong ctia ruou.
12. Téc dung khéng mong mudn cia thube

- Thuong 1a nhe va thoang qua, da s6 xuét hién khi dung liéu cao.

- Hé tiéu hoa: an mat ngon, tdo bon, d?ly hoi, budn ndn, non, khod miéng. Dai khi ¢od

thé xay ra vang da do (r mat.
- Téc dung c6 lién quan dén hé than kinh trung wong: réi loan mét ngu, kich thich,
kich déng. D6i khi c¢6 thé 1an 16n va bién mat khi giam liéu.

- Da: ngoai ban, ngoai ban dang tinh hong nhiét, ngra.
Théng bdo cho bac st nhiing tac dung khong mong mudn gép phai khi st dung thudc.
13. Qua liéu va cach xir tri
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Triéu ching:

Céc tac dung lam suy hé than kinh trung wong chi xuat hién sau khi dung liéu cao (50-
120 mg/kg can nang). Céc lidu nay c¢6 thé gay triéu ching ndn, 1an 16n, hén mé, suy héd
hép va/hodéc co giat dong kinh.

Xur tri:

Khong nén gay non khi hé than kinh trung wong bi suy rd rang. Tuy nhién c6 thé ria da
day. Than hoat tinh va cac thuéc nhuén trudng cé thé gitp ngin sy hap thu thude. C6 thé
dung flumazenil (Anexate) nhu mot chat déi khang, nhung tét nhéat nén tranh dung néu
qua liéu 1a do phdi hop tofisopam véi cac thude chéng tram cam 3 vong. Tét nhat ciing
nén tranh dung khi c6 qua man voi benzodiazepin hay flumazenil, hay néu bénh nhan co6
bénh sir dong kinh. Phai theo d&i sat cac théng s sinh Iy co ban, cung véi didu tri tridu
ching thich hop. Ciing ¢6 thé hd tro hd hap cung véi diéu tri bang flumenazil cho nhing
bénh nhan bi suy hé hap. Khéng nén dung cac thude kich thich hé than kinh trung wong.
Xtr tri ha huyét ap bang cac dich truyén tinh mach b sung va gitt bénh nhan & tu thé
Trendelenburg. Néu céac bién phap nay khong phuc hdi dioc huyét ap binh thuong thi co
thé dung dopamin hay noradrenalin. Tham phan va géy bai niéu khong c6 ich loi.

14. Dic tinh dwgc lyc hoc

Tofisopam 1a mét thude chdng lo 4u véu c6 thoi gian tac dung ngan, véi chi sb didu tri
rong. Co ché tac dung chinh xac cia thude chira duoc biét nhidu. Tofisopam khac voi cac
1.4 benzodiazepin kinh dién vé mit cau truc hoa hoc va vé cac dic diém duoc ly va lam
sang. Thudc c6 hiéu qua trong didu tri cac tinh trang lo au kém véi cac tridu chimg thuc
vat, mét moi, lanh dam. Thudc khéng co tac dung gdy ngu thong thudong cia cac
benzodiazepin kinh dién, ciing nhu khéng c¢o hoat tinh 1am gidn co hay chbng co giat.
Thudc khong lam suy yéu kha nang tri tu¢ va thé luc cua bénh nhén, ngoai ra thude ¢o
hoat tinh kich thich nhe. Tofisopam c6 ddc tinh rat thap, va chi c6 tac dung phu nhe.
Khong thay co6 su 18 thude thude vé mit vat chat hay tam than cho du la diéu tri 1au dai.
15. Dic tinh dwgc dong hoc

Tofisopam dwoc hap thu nhanh & hé tiéu hda. Nong do t6i da trong huyét tuong dat duoc
trong vong 1-1,5 gid. 50% thudc duoc gan vao protein ciia huyét twong. Sau khi duoc hap
thu thuéc duoc chuyén héa manh & gan (tac dong vuot qua lan dau) bang con dudng
chuyén héa chinh 13 loai bd methyl. Khoang 60% cua luong thude dua vao duoc thai qua
nude tiéu va 40% theo phan dudi dang chuyén hoa. Thoi gian ban huay sinh hoc 13 6-8
£i0.
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16. Quy cach déng goi
- Vi PVC/AL vi 10 vién/ hop 1 vi , vi 10 vién/ hdp 2 vi, vi 10 vién/hép 3 vi.
- Vi Al/AL: vi 10 vién/ hop 1 vi, vi 10 vién/ hép 2 vi, vi 10 vién/hdp 3 vi.
17. Diéu kién bao quin, han ding, tiéu chuin chit lwgng ciia thube
Bdo quan: Noi khoé mat, nhiét d6 duéi 30°C, tranh anh sang.
Han diing ctia thude: 24 thang ké tir ngay san xuat.
Tiéu chudn chdt lwong: TCCS.
18. Tén, dia chi co so san xuit thudc
o CONG TY CO PHAN DUQC HA TINH
- S6 167, duong Ha Huy Tap, phuong Nam Ha, thanh phd

HADIPHAR
Ha Tinh, tinh Ha Tinh, Viét Nam



