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TO HUONG DAN SU DUNG THUOC

& Thude ndy chi dimg theo don thude

Vien nén TOfIpam
THUOC NAY CHI DUNG THEO PON THUOC,

DE XA TAM TAY TRE EM. POC K¥Y HUONG DAN SU DUNG TRUOC KHI DUNG.
CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC ST

1. Thanh phin: Méi vién nén chira:

Hoat ol TR oevsanssisimsnseiss i 50 mg

Tbdire: VBB ovviommmmimrassnaansas s 1 vién

(Lactose, Microcrystalline cellulose, Maize starch, Hydroxypropyl cellulose, Colloidal silicon

dioxide, Magnesi stearale)

2. Dang bao ché: Vién nén.

MG td san pham: Vién nén hinh tron, mau trang t6i vang nhat, hai mit tron, canh va thanh vién lanh

lan.

3. Chi dinh diéu trj

Diéu tri cac rdi loan tAm thén (than kinh) va thue thé di kém cang thing, lo 4u, réi loan thuc vat,

thiéu nang lwong va dong luc, lanh dam, mét méi va tdm trang chan nan.

Hoi chimg cai ruou, céc triéu chimg kich thich thyuc vét clia cdc tinh trang tién mé sang hay mé

sang.

4. Liéu ding - Cach ding

4.1. Liéu dimg

Ngwoi lon:

Dbi v6i ngudi 16n lidu thuemg ding 13 1 - 2 vién nén méi lan, 1 - 3 1in mdi ngay (50 — 300 mg m3i

ngay), hodc 1 - 2 vién nén khi khong dung thuong xuyén. Do thude duge dung nap tt va khéng cé

su giam téc dung ciia thudc nén khéng can thiét phai diéu chinh lidu ting dan, bénh nhén c6 thé

dung ngay liéu ddy du can thiét khi bit dau didu tri.

Tré em:

Kinh nghiém str dung thudc & tré em con han ché.

4.2. Cdch ding

Thubc dimg dudng ubng.

5. Chéng chi dinh

- Qué mén véi thanh phin hoat chit, véi bat ki benzodiazepine néo khac hodic véi bét ky thanh
phén ta dwoc nao cia thude.

- Suy hd hip mét bi.

- C6 tién st ngung thes trong khi ngu.

- C6 tién sir hon mé.

- Chong chi dinh sir dung ddng thdi tofisopam v&i tacrolimus, sirolimus va ciclosporin (xem muc
9).

- Phu nit ¢6 thai trong ba thdng dau cta thai k¥ va trong thoi gian dang cho con ba.

- Cée truomg hop kich dong tam than vén déng nang, hung hing, trim cam nang.

6. Canh bdo va thén trong khi ding thubc

- Viée ding thude doi hoi phai dic biét than trong trong trudmg hop suy hd hip man tinh khong mét
bt hodic & nhitng bénh nhén cé tién st suy ho hip cip.

- Viéc diéu tri cho ngudi cao tudi, c6 bénh vé tim thin hogic bénh nhan suy than hodc suy gan cling
doi hoi phai than trong vi thudng xéy ra cée téc dyng khong mong mudn & bénh nhéan nay.
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Néu ding déng thoi voi céc chét (rc ché hé than kinh trung wong (ruou, cac thudc chéng trim
cam, thude khang histamin, thudc an than gy ngt, thuc an than, thuéc gidam dau gdy nghién,
thude giy mé), tofisopam c6 thé lam ting téc dung cia cac loai thude nay (xem muc 9).

- Nguy co khi sit dung déng thei cac thube opioid:

Str dung ddng thdi Tofipam va cic opioid ¢6 thé din dén an thin, suy hd hép, hén mé va tir vong.
Vi nhilng nguy co nay, viéc ké toa dong thai céc thudc an thdn nhu benzodiazepine hodc céc
thude lién quan nhu Toﬁpam véi cac opioid can duge danh riéng cho nhitng bénh nhan khéng thé
¢6 lua chon didu tr thay thé. Néu quyét dinh ké dom Toﬂpam dcmg thoi véi cac opioid, can dung
liéu thdp nhét ¢ hidu qua va thoi gian diéu tri cang ngén cang 5t (xem khuyén cdo chung vé liéu
dung trong muc Liéu ding va cdch ding).

Bénh nhan cin dugc theo dai chit ché cac ddu hiéu va triéu chimg cha tinh trang suy hod hép va an
thdn. Khuyén cdo nén thong bao cho bénh nhan va nguai chim sé¢ bénh nhan (néu c6) cach nhén
biét céc tridu ching nay (xem muc 9).

- Tofisopam khong dugc khuyén céo trong ri loan tam thdn man tinh, 4m 4nh s¢ ho#ic rbi loan 4m
anh cudng bie. Do giam su e ché, didu tri bing tofisopam c6 thé lam ting nguy co cla hanh vi
tu tir hodic thai do gay han. Theo do6, khong nén dung don thuan tofisopam trong trudmg hop trAm
cam, hodc tram cam c6 di kém véi lo Au. Cin than trong khi diéu tri cho bénh nhén bi rdi loan
nhén cach.

- Béc biét than trong khi dung tofisopam cho bénh nhén cé rbi loan thuc thé ndo (ché.ng han xo
cing dong mach).

- Thudc nay ¢6 thé gay co giat & bénh nhan bi déng kinh.

- Khong dung Tofipam cho bénh nhéan bi glocém goc dong.

Théng tin vé td dugc

Tofipam c6 chira lactose. Bénh nhan bi roi loan di truyén hiém gip nhu khong dung nap galactose,

thiéu hut lactase hoan toan hogic kém hip thu glucose - galactose khong nén ding thudc ndy.

7. S dung thude cho phu nit ¢6 thai va cho con ba.

Thoi ky mang thai

Tofisopam di qua nhau thai. Khong dung thuéc nay trong ba thang déu cta thai ky va phai dénh gia

k¥ loi ich/ nguy co trude khi quyét dinh ding thudc & giai doan sau ctia thai ky (xem muc 6).

Theoi ky cho con bu

Tofisopam dugc tiét vio sita me, do dé khong nén dung Tofipam trong thei gian cho con bu.

8. Anh hwémg trén kha ning ldi xe va vin hanh mdy méc

Mac du Tofipam khong ¢ tac dung an than gy ngt, vao thoi gian ddu ciia qué trinh diéu tri, bénh

nhan khong duoc lai xe hodc vén hanh cac may moc nguy hiém. Sau d6, mirc d6 va thoi gian gidi

han cic hoat dong nay phai dugc quyét dinh bdi cac béc si cho timg trudmg hop cu thé.

9. Twong tac va twong ky, cia thube

9.1. Twong tic thudc

- Nong d¢ trong huyét thanh cia cac thube duge chuyén héa qua CYP 3A4 ¢6 thé tang 1én khi st
dung ddng thoi. Do @6 khéng duge st dung ddng thoi tofisopam voi tacrolimus, sirolimus va
ciclosporine.

- Khi sir dung déng thai v6i cée thudc trc ché hé than kinh trung wong (céc thude gidm dau, thude
mé, chdng tram cam, khang histamin HI, an thin gy ngt, an thin) s& lam tang tic dung cla ca
hai (tac dung an thin, tc ché hd hé‘ip).

- Céc opioid: Str dung ddng thoi cac thude an thin nhu cdc benzodiazepine hodc cac thube lién
quan nhu Tofipam véi céc opioid [am ting nguy co an thin, suy hod hép, hén mé va tir vong do
cdng hudng tac dung uc ché hé thin kinh trung wong. Cén han ché liéu dung va thai gian st dung
déng thoi céc thube nay (xem muc 6).
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- C4c chét gAy cam tmg men gan (rwou, nicotine, cac barbiturate, cdc thudc chéng ddng kinh,...)
lam ting chuyén hoa cia tofisopam, c6 thé din dén giam néng do cua thude trong huyét twong va
giam hiéu qua diéu tri ctia thude.

- Mot s6 thude khéng ndm (ketoconazole, iatraconazole) co thé lam ting ndng do tofisopam trong
huyét trong do ttc ché chuyén hoa thude tai gan.

- Mot sb thube diéu tri ting huyét 4p (clonidine, cac thude chen calei) ¢6 thé lam tang tac dung cua
tofisopam. Céc thube chen thu thé beta ¢6 thé Ge ché su chuyén hoa cia tofisopam; tuy nhién,
tuong tac nay khong c6 anh hudng déng ké.

- Tofisopam c6 thé lam ting ndng do trong huyét thanh ctia digoxin.

- C4c benzodiazepine c6 thé anh huwéng dén téc dung chdng ddng mau cua warfarin.

- Sir dyng disulfiram kéo dai c6 thé tc ché sy chuyén héa cua tofisopam.

- Céc thude khang acid c6 thé ¢ anh huong khac nhau dén su hip thu cna tofisopam. Cimetidine
va omeprazole (e ché su chuyén héa cua tofi sopam.

- Cac thubc trénh thai duong ubng 6 thé tre ché sy chuyén héa cua tofisopam.

- Tofisopam lam gidm tic ddng tiéu cuc cua rirgu 1én nhan thire.

9.2. Twong ky ciia thube

Do chura ¢6 cic nghién ciu vé tuong ky ctia thubc, khong trdn 14n thude nay véi cc thude khac.

10. Tac dung khéng mong mudn cia thude (ADR)

Viéc phén loai céc tac dung khong mong mudn duge dya trén cie quy ude sau: Rat thudmg gép (>

1/10), thucmg gip (> 1/100 dén < 1/10); it gap (> 1/1.000 dén < UIOU) hiém gip (> 1/10. 0065dety:s

[/1.000); rat hiém gap (< 1/10.000), khéng biét tin sudt (khong thé uéc tinh duoe tir céc dir T‘s\u

hién o). '*“ TY \"'\

Trong mdi nhém tin sudt, céc tdc dung khong mong muén dugc sap xép theo thir tu 1

nghiém trong giam dan. Déi véi cée tac dung khéng mong mudn thuong gip nhét, khong c6 m

liéu phi{ hop lién quan dén tan suét. G\::\

Tdam than

Kich ddng, d€ bj kich thich, ciing thing, mil cim gidc ngon miéng, rét hiém khi xay ra lan ll_)Il

Than kinh

Mt ngt; rét hiém khi tofisopam 6 thé gdy co giat & bénh nhan dong kinh.

Hé hép, léng nguc va frung that

Suy hé hép.

Tiéu héa

Non, bubn nén, tao bon, chudng bung, khé miéng.

Gan mdt

Hiém khi x4y ra vang da (& mat.

Da va md dudi da

Phat ban, phat ban dang tinh hdng nhiét.

Co xuong khép va mé lién két

Cing co, dau co.

Toén thén va tai vi tri dimg thuéc

Dau dau, ngua.

THONG BAO NGAY CHO BAC ST HOAC DUGC ST NHUNG PHAN UNG CO HAI GAP PHAI

KIHI SU DUNG THUOC

11. Qua liéu va xir tri

Triéu chitng

Céc tac dung gdy suy giam hé thin kinh trung wong chi xuét hién sau khi ding lidu cao (50-120

mg/kg can ning). Cée lidu nay c6 thé gay nén, lin 1on, hon mé, e ché hd hdp va co gidt dong kinh,
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Xur trf

- Rira da day c6 thé ¢6 ich trong xir trf qué liéu, tuy nhién can tranh gdy non do hé than kinh trung
wong bi suy giam. Co thé st dung than hoat tinh va cac thude nhuén trang @& tic ché hoac giam su
hép thu tofisopam.

- Cén theo d&i cac ddu hiéu cua sy sdng va didu tri tridu chimg thich hop. Trong trudmg hop suy hd
hép ning, co thé hé tro ho hap. Khéng nén dung céc thude kich thich hé than kinh trung wong. Xir
tri ha huyét 4p bang cic dich truyén tinh mach b sung va gitt bénh nhan & tir thé Trendelenburg.
Néu céc bién phap nay khéng phuc héi duoc huyét ap binh thuomg thi ¢6 thé dung dopamine hozic
noradrenaline.

- Tofisopam khong dugce loai bo boi qué trinh thim phan, loi tidu bt budc khong mang lai bat ky
loi ich nao.

- Trong truong hop nhiém doc tofisopam viéc sir dung flumazenil chua duoc thir trong cac thir
nghiém lam sang.

12. Pic tinh dwge lue hoe:

Nhém duoe [y Thude an than, giai lo &u nhém benzodiazepine.

Ma ATC: NOSB A23

Co ché tic dung

Tofisopam la mot thudc chéng 1o 4u yéu co thoi gian tac dung ngé:m, v6i chi sb diéu tri rong. Co ché

tac dyng chinh xac cna thube chua duge biét nhidu. Tofisopam khic voi cac 1,4 benzodiazepine

kinh dién v& mat cdu triic héa hoe va vé cac dic diém duoc 1y va 1dm sang.

Durge lee hac

- Tofisopam c6 hiéu qua trong diéu tri cac tinh trang lo du kém véi cée triéu chung thuc vat, mét
mdi, lanh dam. Khéng gidng nhu cac benzodiazepin kinh dién, tofisopam khong c6 tac dung gay
ngu thong thudng, lam gidn co hay chéng co gidt va khéng lam suy giam chirc ning tim than vén
dong, nhén thic va tri nhé, ngoai ra thude ¢6 hoat tinh kich thich nhe. Do khong co tac dung gifin
co, tofisopam cling ¢6 thé duge st dung trong trirdmg hop gifin co la chéng chi dinh hodc khéng
mong muén (nhuoe co, cdc bénh vé co, teo co do thin kinh).

- Khong théy o6 su 18 thude thude vé mat thé chét hay tam than khi ding tofisopam khi diéu tri kéo
dai.

13. Pic tinh dwoe dong hoc:

Hip thu

Tofisopam ducc hip thu nhanh chéng & hé tiéu hoa, ndng do tdi da trong huyét tuong dat duge

trong vong 1 - 1,5 gid.

Phin bo

Khoang 50% thude duge gin vao protein huyét tuong.

Chuyén héa

Sau khi hép thu, thudc duge chuyén hoa manh ban dAu tai gan. Con dudng chuyén hoa chinh 1a loai

bo methyl.

Thai triv

Khoang 60% luong thube dua vao duge thai trlr qua nude tiéu va 40% qua phéan dudi dang cic chét

chuyén héa. Thoi gian ban thai [4 6 - 8 gid.

14. Quy cich dong goi: Hop 3, 6, 10 vi x 10 vién nén.

15. Piéu kién bio quén, Han dung, Tiéu chufin chét hrong:

Diéu kién bdo qudn: Nhiét d6 khong qua 30°C.

Han dung: 36 thang ké tir ngay san XUAL.

Tieu chudn chadt lirong: TCCS.

16. Tén — Pia chi co sé sdn Xut :

Coéng ty TNHH DRP Inter
L6 EBS, Pudng 56 194, Khu cong nghiép Hiép Phudc - Xa Hiép Phudce, Huyén Nha Bé, Tp. HCM.
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