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@‘i MEDIPLANTEX Hop 2 vi x 10 vién nén

Thanh phén: Mé&i vién chira

® Tofisopam. 50 mg
Ta dugc vira d(i 1 vién nén

Chi dinh, chéng chi djnh, cach dung va cac théng tin

Tiéu chuén 4p dyng: TCCS khéc: Xem trong t& hwrdng dén sir dung thubc kém theo
SPK/Reg.No: ................ Bao quan: Noi khd, tranh anh sang, nhiét d6 dudi 30°C
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TO HUGNG DAN SU DUNG THUOC
R TOSPAM

Thubc nay chi dimng theo don thuéc
Dé xa tam tay ciia tré em.

Poc ky hwéng dan sic dung trude khi dimg

Théanh phan cong thikc:

MBOi 1 vién c6 chira:

Thanh phan diegc chat:

Tofisopam .......cceovvvviiiiiiiiiiiiiiean, 50,0 mg.

Thanh phan td duoc:

Microcrystalline cellulose (M101), lactose monohydrat, tinh bot my, hydroxypropyl cellulose,
natri croscarmellose, acid stearic, magnesi stearat vira du 1 vién.

Dang bao ché: Vién nén.

M@ ti dang bao ché:

Vién nén tron, dudmng kinh 8 mm, mdt mat ¢6 vach ngang, thanh va canh vién lanh lén.

Chi dinh:

Diéu tri cac rdi loan tAm than (i loan than kinh) va thuc thé ¢6 di kém véi lo 4u, rdi loan thuc vAt,
thiéu sinh luc va/hoic dong luc, 1anh cam, mét moéi va trAm cam.

Trong hdi ching cai rugu: thudc c6 thé gitp 1am giam céc tridu chung thuc vat va sy kich thich
trong céc tinh trang tién mé sang va mé sang.

Céch ding va liéu dung:

Liéu lwgng

Nguoi [on

Liéu khuyén cdo: 1-2 vién/ 14n x 2 -3 1an/ ngay (tdng liéu 50-300 mg/ngay).

Néu thinh thoang méi dung c6 thé ubng 1-2 vién.

Khong can diéu chinh lidu vi thudc co6 kha ning dung nap tbt va khong lam gidm sy tinh téo trong
khi didu tri. C6 thé bt dAu didu tri v6i bat ky liéu nao néu thiy thich hop.

Tré em

Tinh an toan va hiéu qué cta Tospam ¢ tré em va thanh thiéu nién dudi 18 tudi chua dugc thiét
lap.

Cdch diung
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Thubc ding dudng udng.

Chong chi dinh:

Qué méan v6i bit ky thanh phan nao cia thube hodc véi cac dan xuét benzodiazepin khéc.

Suy hd hap mét bu.

Tién sir ¢6 hdi ching ngung thd khi ng.

Tién st hén mé.

Chéng chi dinh ding ddng thoi tofisopam véi tacrolimus, sirolimus va ciclosporin.

Canh bzo va than trong khi ding thudc:

Khong dung thudc trong ba thang dau cua thai ky va trong khi cho con bi.

Dac biét than trong khi st dung cho bénh nhén cé suy ho hép man tinh khong mét bu hodc bénh
nhan c6 tién sir suy ho hap cip tinh.

Than trong khi str dung cho bénh nhéan cao tudi, bénh nhan tAm than, nguodi bi suy thian hodc suy
gan, vi cac tic dung khdng mong muén thudng xay ra nhiéu hon & nhitng dbi tuong nay.
Tofisopam c6 thé lam tang tac dung cta cac thude va duoc liéu khi ding ddng thoi véi thude e
ché hé thin kinh trung wong (nhu ruou bia, cac thudc chdng trdm cam, khang histamin, an thin
gdy ngu, tri loan tAm thin, giam dau opioid, thuc gy mé toan than).

Khong nén dung thudc trong chung loan tim thdn man tinh, rdi loan 4m anh va 4m anh cudng ché.
Tofisopam lam giam su trc ché, c6 thé d4n dén 1am ting nguy co tu tir hodc c6 thai d gay hén. Do
d6 khong nén ding mdt minh tofisopam dé diéu tri trdm cam va trdm cam c6 di kém véi lo au.
Twong tu nhu vy, cin diic biét than trong khi diéu tri cho nhitng bénh nhan bi rdi loan nhén céch.
Thén trong khi diéu tri cho bénh nhan bj tén thuong thuc thé nio (nhu xo vita dong mach).

Diéu tri v6i tofisopam c6 thé gy co gidt & bénh nhan dong kinh.

Tospam khong dung cho bénh bi glocom goc dong.

Nhitng nguy co lién quan dén sit dung dong thoi tofisopam véi thudc giam dau opioid.

Str dung ddng thdi Tospam va thube giam dau opioid ¢6 thé din dén an than, e ché hd hip, hon
mé va tr vong. Do nhitng nguy co nay viée sit dung céc thudc an than hién nay nhu benzodiazepin
hodc cac dan xuét twong tu cua benzodiazepin (nhu Tospam) dong thdi ciing véi opioid chi danh
cho nhimg bénh nhan khéng c¢6 lya chon diéu tri thay thé. Néu sir dung Tospam ddng thoi véi
opioid, nén sir dung lidu thp nhit c6 hiéu qua va trong thoi gian diéu tri ngan nhét c6 thé.

Bénh nhan cin dugc theo ddi chit ché cac ddu hidu va triéu chimg c6 thé c6 ctia suy hd hp va
ding thudc an than.

Can khuyén cdo bénh nhan va nguoi cham séc phai thong bao ve céc tri¢u chirng nay.
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Cdnh bdo lién quan dén td dugc lactose: Bénh nhan bj rbi loan di truyén hiém gip nhu khong
dung nap galactose, thiéu hut lactase hoan toan hozic kém hép thu glucose — galactose khong nén
ding thudc nay.

Sir dung thudc cho phu nir ¢ thai va dang cho con bu:

* Phu nit ¢o thai:

Tofisopam c¢6 thé di qua nhau thai. Cac nghién ctru trén dong vat khong chi ra téc hai truc tiép
hoic gian tiép ddi v6i doc tinh sinh san.

Khong ding Tospam trong ba thang dau ctia thai ky. Céan danh gia k¥ 1oi ich va nguy co trudc khi
quyét dinh c6 nén ding Tospam trong céc giai doan tiép theo cla thai ky.

*Phu nit dang cho con bu:

Tofisopam bai tiét qua stra me, do d6 khong nén dung thudc trong khi cho con b.

Anh hwéng ciia thudc dén kha niing 13i xe, vin hanh may méc:

Tuy Tospam khong gdy budn ngi hay lam an thin, nhung khi bét d4u diéu tri bénh nhan khong
duogc 14i xe va van hanh may moc, thoi gian tuy thude vao phan tmg ctia bénh nhan. Sau d6 muc
dd va thoi gian gidi han cac hoat dong nay duogc xac dinh theo timg trudng hop cu thé.

Twong tac, twong Ky cia thude:

Nong do trong huyét twong cua cac thude duge chuyén héa boi CYP3A4 c6 thé tang lén khi ding
ddng thoi voi tofisopam. Do d6 chdng chi dinh ding déng thoi tofisopam véi tacrolimus, sirolimus
va cyclosporin.

Khi dung ddng thoi v6i thube e ché hé than kinh trung wong (nhu thude giam dau, thudc gay mé
toan than, chéng trim cam, khang histamin H1, an than gy ngf, trj loan than), c6 thé 1am ting tac
dung ciia ¢4 hai (nhu tac dung an than, Ge ché ho hip).

Thubc giam dau opioid: st dung ddng thoi cac thube an thin nhu benzodiazepin hodc céc dan xuét
tuong tu ctia benzodiazepin (nhu Tospam) véi opioid lam tdng nguy co an than, e ché ho hap,
h6én mé va tir vong do tofisopam lam téng tidc dung cia thudc e ché than kinh trung wong. Liéu
luong va thoi gian sir dung ddng thoi nén dugce diéu chinh.

Céc chit gdy cam mg men gan (ruou, nicotin, barbiturat, thudc chéng dong kinh, ....) c6 thé lam
tang chuyén hoa cua tofisopam. Viéc ndy c6 thé din dén 1am giam ndng do trong huyét twong va
hidu qua diéu tri ctia thube.

Mot sb thude chéng ndm (ketoconazol, itraconazol) c6 thé 1am tang ndng d6 trong huyét tuong ctia

tofisopam bang cach e cheé su chuyén hda cua n6 & gan.
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Mot sb thudc tri cao huyét ap (clonidin, thudc chen kénh calci) c6 thé lam ting tic dung cua
tofisopam. Thudc chen beta c6 thé e ché chuyén héa ctia tofisopam, nhung tuong téc nay khong
dang ké vé mit 1am sang.

Tofisopam c6 thé 1am ting ndng d6 digoxin trong huyét tuong.

Céc dan xuét clia benzodiazepin c6 thé lam anh huong dén tac dung chdng dong mau ctia warfarin. _
Dung disulfiram 1au dai c6 thé tc ché su chuyén hoa ctia tofisopam.

Thubc khang acid c6 thé c6 nhitng anh hudng khéac nhau dén sy hp thu cta tofisopam. Cimetidin
va omeprazol trc ché su chuyén hoa ctia tofisopam.

Thubc udng tranh thai dudong ubng cé thé tc ché su chuyén hoa ctia tofisopam.

Tofisopam lam giam tac dung trc ché than kinh trung wong ctia ruou.

Tac dung khong mong mudn ciia thudc (ADR):

Tén sudt xudt hién ADR: R4t thwong gdp (ADR >1/10), Thuong gdp (1/10 >ADR >1/100), It gap
(1/100 > ADR > 1/1000), Hiém gap (1/1000 > ADR > 1/10.000), Rdt hiém gdp (1/10.000 > ADR),
Khéng xdc dinh (Tir cdc dit liéu c6 sén khong thé xdc dinh).

Trong mdi nhém tan sudt mic do nghiém trong cta cac tdc dung khong mong mudn duge trinh
bay theo thu ty giam dan. Déi voi hau hét cac tac dung khong mong mudn, dir liéu dly da vétan
sudt xuét hién khong c6 san.

Réi loan chuyén héa va dinh dwdng:

Khong xéac dinh: chén an.

Réi loan tém than:

Rét hiém gap: nhdm 14n.

Khong xéc dinh: bdn chdn, khé chiu, cing théng

Réi loan hé than kinh:
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3 Rét hiém gap: tofisopam c6 thé gdy co giat & bénh nhan dong kinh. ;
Khéng xéc dinh: nhtrc ddu, mét ngt Ad

Réi loan hé hdp, 1ong nguc va trung that: N

Khéng xéc dinh: tic ché ho hép. <

=

Réi loan tiéu héa:

Khong xac dinh: non, budn ndn, tdo bén, chudng bung, khd miéng.
Réi loan gan mdt:

R4t hiém gip: vang da & mét.

Réi loan da va mé duwdi da:

Khong xac dinh: phat ban, phat ban dang tinh hdng nhiét, ngira.
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Réi loan co xwong va mé lién két:
Khong xéac dinh: cang co, dau co

Thong bdo ngay cho bdc sy hodc duoc sy nhitng phan tng c6 hai gdp phdi khi sir dung thudc
Qua liéu va cach xi tri:
Triéu chirng
Céc tac dung 1am suy hé than kinh trung wong chi xuét hién sau khi ding lidu cao (50-120 mg/ kg
can ning). Vi lidu lugng nhu vay c6 thé giy non mira, 1 13n, hon mé, suy ho hép va co giat.
Cach xw ly
Khong nén gay nén khi hé than kinh trung uong bj trc ché, tuy nhién c6 thé rtra da day. Than hoat
tinh va cac thudc nhuén trang c6 thé dugc st dung dé tc ché hodc 1am giam su hép thu cta
tofisopam.
Phai theo ddi sat cac thong sb sinh 1y co ban va diéu trj triéu ching thich hgp. C6 thé h3 trg ho hap
trong trudmg hop suy hd hép ning. Khong nén st dung céc chét kich thich hé than kinh trung
wong. Xir 1y ha huyét ap bing cach bd sung dich qua duong truyén tinh mach, va gitt bénh nhan &
tu thé Trendelenburg . Néu céc bién phap nay khong phuc hdi duge huyét ap binh thuong, co thé
truyén dopamin hozc noradrenalin.
Thim phén mau va gay bai niéu khong c6 tac dung.
Trong trudmg hop ngd doc tofisopam, viéc st dung flumazenil nhu mot chét d6i khang chwa duoc
nghién ctru trong cac thir nghi€ém lam sang.
(*) Tu thé ngira trén giudng, ké dau thap chan cao.
Dwgc luc hoe:
Ma ATC: NOSBA23
Nhom duge 1y: thude chdng lo du, din xuit benzodiazepin.

Co ché tac dung:

Tofisopam 1a thudc chong lo 4u tdc dung yéu c6 thoi gian tac dung ngan, véi chi so dicu tri rng.
Co ché tdc dung chinh x4c cta thudoc van chua dugc biét. Tofisopam khic véi cac 1,4-
benzodiazepin cd dién khong chi vé cau triic hda hoc ma con vé dac tinh duge ly va 1am sang.

Téac dung duoc luc hoc:

Thubc c6 hiéu qua trong diéu tri cac tinh trang lo 4u kém véi céc triéu chimg thyuc vat, mét moéi va
lanh dam. Khéng gidng nhu cic thudc benzodiazepin khéc, tofisopam khong c6 tac dung an than
gdy ngu, gidn co va chdng co giat, ddng thoi khong anh hudng dén nhén thuc, tri nhd va thé luc

clia bénh nhan, ngoai ra thubc co tic dung kich thich nhe. Do khong c6 tac dung gidn co,
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tofisopam ciing c6 thé duoc st dung trong cac truomg hop chéng chi dinh hoic khong mong mudn
gidn co (nhuge co, bénh co, teo co than kinh).

Khong thy c6 su 16 thudc thube vé mit tim than hodc thé chat véi tofisopam, ngay ca khi sir dung
thude 1au dai.

Duwgc dong hoc

Hap thu:

Tofisopam dugc hip thu nhanh qua dwong tiéu hoda, ndng d6 dinh trong huyét tuong dat duge
trong khoang 1-1,5 gio.

Phén bé:

Khoéng 50% tofisopam lién két v&i protein huyét twong.

Chuyén hoéa:

Sau khi hip thu, tofisopam trai qua qué trinh chuyén héa 1An du & gan. Con dudng chuyén hoa
chinh 1a khir methyl.

Thai trir:

Thubc bai tiét qua nudce tiéu khoang 60% va 40% qua phan dudi dang chuyén héa. Thoi gian ban
thai sinh hoc 14 6 - 8 gio.

Quy cach dong géi: Hop 02 vi x 10 vién, vi nhom/nhoém.

Piéu kién bao quan: Noi kho, tranh anh sang, nhiét dd dudi 30°C.

Han dung: 36 thang k& tir ngay san xuit.

Tiéu chuin chét lwgng caa thude: Tidu chuin co so.

Tén va dia chi co s& san xudt: CONG TY CO PHAN DUGC TRUNG UGNG MEDIPLANTEX
Dia chi : S6 358 duong Giai Phong - Phuwong Liét - Thanh Xuén - Ha Noi

San xudt tai: Nha may Duoc phim s6 2, Trung Hau - Tién Phong- Mé Linh - Ha Noi
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