Doc ky hudng din sir dung trudc khi dung
Néu can thém thong tin xin hoi y kién thay thuoc
Chi ditng thuéc nay theo sw ké don ciia thay thuéc

WARUWARI

(Vién nén Tizanidin 2 mg)

THANH PHAN:

MJi vién nén chura:

Tizanidin HCI twong duong Tizanidin ................. 2 mg

Ta dugc: Lactose monohydrat, cellulose vi tinh thé, povidon, acid citric, silicon dioxyd, acid
stearic.

PAC TINH DUQC LUC HQC

Tizanidin la chat chu vén og-adrenergic, tac dong vao hé thng than kinh trung uwong vung tuy
séng va trén tiy séng. Thudc lam giam co cimg co bang cach tang trc ché tién synap cua cac
noron van dong tai thu thé az-adrenergic. Tizanidin tic dung chi yéu trén noron ¢6 nhiéu synap.
Két qua 1a 1am glam qua trinh kich thich cac noron vén dong trén tuy song nén lam giam co co
va khong lam yeu co qua murc. Thude c6 tac dung toi da sau khi udng 1,5 gio va hét tac dung sau
khoang 3 - 6 gio. Trén stc vat thuc nghiém, tizanidin khong tac dung truc tiép trén cac soi co
xuong hay ban van dong than kinh - co, khong tac dung 1én phan xa tiy don synap. Ngoai ra,
tizanidin ¢ thé lam giam huyét ap do thudc gan vao thu thé imidazolin, tuy nhién tic dung nay
yéu hon nhiéu so véi clonidin.

PAC TINH DUQC PONG HQC

Tizanidin hap thu tét qua duong uong Sau khi dung khoang 1,5 gio, thudc dat nong do dinh
trong huyét twong va c6 tac dung tdi da, hét tic dung vao khoang 3 - 6 gio. Do ¢6 chuyén hoa
budc dau qua gan 16n nén sinh kha dung qua duong uéng dat khoang 40%. Thuc an khong anh
huong dén muc do hip thu nhung anh hudng dén toc do hap thu nhu rat ngin thoi gian dat nong
dd dinh khoang 40 phut va tang ndéng do dinh trong huyét tuong khoang 33%. Tizanidin lién ket
v6i protein huyét twong thap, khoang 30%. Thudc phan bd khip co thé, thé tich phan bd trung
binh la 2,4 L/ kg sau khi dung duong tiém tinh mach. Khoang 95% lidu dung duoc chuyén hoa
qua gan. Nira doi cua tizanidin 14 2,5 gid, cta chét chuyen hoa khong con hoat tinh khoang 20 -
40 gio. Tizanidin thai trir qua than 60%, qua phan 20%. O ngudi cao tudi dao thai giam 4 lan so
v6i nguoi tré. Néu kém theo suy than (he s0 thanh thdi creatinin < 25 mL/ phut) h¢ s6 thanh thdi
tizanidin giam trén 50% so véi nguoi cao tudi khong suy than. Néu suy gan, nong do huyét
tuong tizanidin tang.

CHI PINH:

Diéu tri triéu chimg co cting co do bénh xo cling rai rac hodc ton thuong tity sdng.
Co co hoac giat rung.

Pau do co co.

LIEU DUNG - CACH DUNG:

Céch dung: Thubc udng, co tac dung twong d6i ngan nén phai ubng nhiéu 1an trong ngay (3 - 4
lan/ ngay) phu thudc vao nhu cau ctia ngudi bénh. Can phai diéu chinh heu tuy theo dép ung cua
ngudi bénh. Khong vugt qua lidu cho tac dung diéu tri mong mudn. Lidu dung duoc tinh theo
tizanidin base.

Liéu lwong:

Nguoi 16n:

Diéu tri co cung co:
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Liéu khoi dau thong thuong 2 mg 1 liéu don. Sau do, tuy theo dap _ung cua tung nguoi bénh,
lidu c6 thé ting dan mdi lan 2 mg, cach nhau it nhét 3 - 4 ngay/ 1 lan ting, thuong toi 24 mg/
ngay chia lam 3 - 4 lan. Lleu t6i da khuyen céo la 36 mg/ ngay.

Bzeu tri dau do co co: Uong 2 - 4 mg/ 1an, ngay udng 3 lan.

Di v6i nguoi suy than co do thanh thai creatinin < 25 mL/ phat: Liéu khoi dau 2 mg/ lan, ngay
1 1an sau d6 tang dan cho t6i tic dung mong mudn. Mdi lan ting khong dugc qué 2 mg. Nén tang
cham liéu 1 lan/ ngay trudce khi tang so6 lan dung trong ngay. Phai gidm sat chirc nang thén.

Ngudi cao tudi: Lidu thong thuong nhu nguon tré tudi. Co thé phai diéu chinh liéu vi d6 thanh
thai than c6 thé glam bon lan so v&i nguoi tré.

Tré em: Chua xac dinh dugc muce d6 an toan va hi¢u qua cua thude.

Suy gan ning: Chéng chi dinh

CHONG CHI DINH:
Man cam véi thude.
Suy gan nang.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG THUOC:

Trén hé tim mach va huyét 4p: Thudc 1am kéo dai khoang QT, gdy cham nhip tim. Cling nhu cac
thudc cht van - adrenergic, tizanidin c6 thé gay ha huyét 4p. Tac dung ha huyét 4p phu thudc
vao liéu va xuat hién sau khi dung don liéu > 2 mg. Khi thay d6i tu thé dot ngdt c6 thé ting nguy
co ha huyét ap thé dung

Tizanidin c6 thé gy ton thwong gan nén can hét stc than trong d6i véi ngudi suy giam chire
nang gan. Can theo dbi aminotransferase huyét thanh trong 6 thang dau dung thude (vao thoi
diém thang thir 1, 3 va 6) va sau d6 theo doi dinh ky phu thudc vao tinh trang 1am sang.

Tizanidin co tac dung an than, c6 thé gay budn ngu can than trong doi voi ngudi can sy tinh tao
nhu lai xe, van hanh may moc..

Tizanidin c6 the gay do giac tren mot sd nguoi dung thude.

Trén mét: Dbi voi suc vat thyc nghiém, thude gay thoai hoa vong mac va duc giac mac. Tuy
nhién, chua c6 bao cdo vé cac tac dung nay trong cac nghlen ctru lam sang

Trén nguoi suy than: Sir dung thude than trong dbi v6i ngudi suy than c6 do thanh thai creatinin
<25 mL/ phut bei vi d6 thanh thai cia thude glam hon 50% trén cac d6i tugng nay.

Ngum cao tudi: Chi str dung tizanidin khi da can nhic k¥ loi ich cao hon nguy co bi vi trén
ngudi cao tudi do thanh thai than co thé giam bén 1an.

Tré em: Kinh nghiém su dung tizanidin dbi vé6i tré em dudi 18 tudi con rat han ché. Vi vay
khong nén dung thudc cho tré em.

Pé xa tam tay tré em

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nir cé thai

Tizanidin chua dugc nghién ctru trén nguoi mang thai. Chi nén dung thudc cho ngudi mang thai
khi thyc sy can thiét.

Phu nir dang cho con bu

Chua xac dinh duoc tizanidin ¢6 qua stra me hay khong. Tizanidin tan dugc trong lipid vi vay co
kha nang thudc qua duoc sita me. Chi ding thudc cho ngudi nudi con bu khi di can nhac ky loi
ich cao hon nguy co rui ro.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Tizanidin c¢6 anh hudng nhé hodc trung binh dén kha ning 1ai xe va van hanh may moc: Bénh
nhan bi budn ngi hodc chéong mat hodc bat ky du hiéu hoic triéu chimg cta ha huyét 4p nén
duoc khuyén cdo khong nén thyc hién céc hoat dong doi hoi sy tinh tao & mirc do cao.

TAC DUNG KHONG MONG MUON:
Thuong gap, ADR > 1/100
Ti€u hoa: Kho mi¢ng, dau bung, ti€u chay, kho tiéu.
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Co xuong: Nhuoc co, dau lung.

Than kinh trung wong: Budn ngu, nga ga, mét moi, chong mat, tram cam, lo lang, di cam, ao
giac.

Da: Phét ban, 6 md hoi, loét da.

Khac: Sét.

It gap, 1/1000 < ADR < 1/100_

Tim mach: Gién mach, ha huyet ap thé dung, ngat dau nira dau, loan nhip tim.

Tiéu hoa: Kho nubt, s6i mat, dy hoi, chdy mau ti€u hoa, viém gan, di ngoai phan den.

Mau: Tu mau, ting cholesterol mau, thiéu mau, tang lipid mau, giam hodc tang bach cau.

Chuyén hoa: Phu, giam hoat dong ctia tuyén giap, sut can.

Co xuong: Gay xuong bénh 1y, viém khop.

Thén kinh trung uong: Run, dé xuc dong, co giét, liét, roi loan tu duy, hoa mét, mong mi, roi
loan nhan céch, dau nira dau, choang véang, dau day than kinh.

Ho6 hap Viém xoang, viém phe quan.

Da: Ngura, kho da, n6i mun, rung toc, may day.

Giac quan: Dau tai, u tai, diéc, tang nhan ap, viém két mac, dau mat, viém day than kinh thi giac,
viém tai gilra.

Tiét ni¢u: Viém cap duong tiét niéu, viém bang quang, rong kinh.

Khac: Phan tmg di tmg, kho ¢, ap xe, dau co, nhiém khuan, viém mo té bao.

Hiém gdp, ADR < 1/1.000

Tim mach: Dau that nguc, rdi loan mach vanh, suy tim, nhdi mau co tim, viém tinh mach, tic
mach phoi, ngoai tdm thu that, nhip nhanh that.

Ti€u hoa: Viém da day rudt, ndn ra mau, u gan, tic rudt, ton thuong gan.

Mau: Ban xuét huyet tang tiéu cau giam tiéu cau.

Chuyén hoa: Suy vo thuong than, ting glucose huyét, giam kali huyét, giam natri huyét, giam
protein huyét, nhiém acid ho hap.

Than kinh trung wong: Mt tri nh¢, liét nira nguoi, bénh than kinh.

Hb hép: Hen.

Da: Tréc da, Herpes simplex, Herpes Zoster, ung thu da.

Giac quan: Viém mdong mit, viém giac mac.

Tiét niéu: Albumin niéu, glucose niéu, dai ra mau.

Khéc: Ung thu, di tit bam sinh, ¢6 y dinh ty tir.

Huéng dan cach xir tri ADR

Dé han ché toi da tac dung khong mong mubn ciia thuoc nhu budn ngu mét moi, chong mat, kho
miéng, budn ndn, rdi loan tidu héa va ha huyét 4 ap, can khoi dau véi lidu thap sau do tang dan dén
lidu hiéu qua ma ngudi dung con dung nap thude. it khi phai ngung thudc. Ao giac tu hét, khong
¢6 biéu hién cua bénh tam than, va thuong xay ra khi dung dong thoi véi cac thudc chdng trim
cam. Transaminase ting nhat thoi, khi ngung thudc s& trd lai binh thudng. Yéu co doi khi duoc
thong bao nhung thuong thudc khong gy glarn truong luc co.

Can theo ddi chit ché biéu hién trén huyét Aap trude khi tang lidu dé tranh nguy co ha huyét ap.
Thén trong khi thay doi tu thé dot ngdt tir ndm hodc ngdi sang tu thé dung thang

D01 voi ngu(n suy than, can theo ddi chit ché tic dung khong mong mué6n dé tranh nguy co qua
lidu va can theo ddi chirc ning than ciia ngudi ding thude.

Théng bdo cho thay thuéc nhitng tic dung khéng mong muén gdp phdi khi sir dung thudc.

TUONG TAC THUOC VA CAC TUONG TAC KHAC:

Cdc thuéc gdy ha huyet ap: Tizanidin cung lam ha huyet ap vi vay can than trong khi dung dong
thoi véi cac thude gay ha huyét ap, ké ca thudc loi tiéu. Ciing phal than trong khi dung tizanidin
cung v6i thude trc ché B- adrenergic va digoxin vi nguy co ha huyét 4p va chdm nhip tim.

Thudc tranh thai dang uéng: Lam gidm d¢ thanh thdi cia tizanidin khoang 50% nén lam tang tac
dung khéng mong muén cua tizanidin.

Rugu: Lam tang dién tich dudi dudng cong noéng do - thoi gian (AUC) cua tizanidin khoang
20%, tang nong do dinh khoang 15% do do6 lam tang tac dung khong mong mudn cua tizanidin.
Tizanidin va ruou hiép dong tac dung trc ché than kinh trung wong.
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Phenytoin: Tizanidin lam tang nong dd phenytoin huyet thanh. Khi ding dong thoi 2 thube nay,
nén theo ddi ndong d6 phenytoin dé hiéu chinh heu néu can.
Acetaminophen: Tizanidin kéo dai thoi gian dat ndng d6 dinh ctia acetaminophen 16 phut.

QUA LIEU & XU TRI:

Qua lidu tizanidin c6 thé gay budn ndn, ndn, tut huyét ap, hoa mit, co déng tir, hon mé va dac
biét 1a biéu hién suy ho hap

Str dung cac bién phép diéu tri ngd doc chung dé thai trir thudc nhu rira da day, dung than hoat
va thudc loi tiéu nhu furosemid, manitol. Pdng thoi sir dung cac bién phap hd tro ho hap, tim
mach, can bé‘mg nudc va dién giai.

PONG GOI: Hop 10 vi x 10 vién.

BAO QUAN Noi kh6 rao, tranh anh sang, nhiét d6 khong qua 30°C.
TIEU CHUAN CHAT LUOQNG: Tiéu chuan nha san xuét

HAN DUNG: 36 thang ké tir ngdy san xuit.

San xuét tai:

cONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thoi Hoa, Thi xi Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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