B( THUGC NAY CHI DUNG THEO PON THUOC GMP"WHO
SUZTINE 4

D xa thm tay tré em
Doc kj hwéng dan siv dung trwéc khi diing
Thong béo ngay cho bac i hodc dwoe si nhivng tac dyng
khéng mong mudn gip pha| khi str dung thudc

TEN THUOC: SUZTINE 4

THANH PHAN CONG THUC:
Mai vién nén ¢é chira:

- Tizanidin: 4m
(Tuong dwong Tizanidin hydrochlorid 4 57mg)
Taduoc:. vd 1viénnén.

(Tinh bt mi, La
DANG BAO CHE:
- Viénnén,
CHIDINH:

- Didu tri triéu chirng co clzng co’ do bénh xo cting rai rac hodc tén thuong tay séng.

- Cocohodcgiatrung.

- Daudococo. .

CACHDUNG - LIEU DUNG:

Céch dung

- Cothé udng trong bira an hoac ngoa» bira an, nhirng khong dwoc thay ddi cach uong chuyen tr uong trong
bi¥a &n sang ngoai bira an cé thé thic ddy sém hodc lam cham thoi gian bat dAu tac dung va lam xuét hign
cacADR

- Thuoc uong, ¢6 tac dung twung ddi ngan nén phai udng nhidu 1an trong ngay (3-4 1An/ngay) phu thudc vao

nhu cdu clia ngudi bénh. Can phai diéu chinh liéu iy theo dap (rng clia ngwdi bénh. Khdng virgt qua liéu cho
tacdung didutri mong mudn.

- Lidu ding dwoc tinh theo tizanidin base. 1,14 mg tizanidin hydroclorid twong dwong 1 mg tizanidin base.

Liéu dung:

Nguoilon:

Piéutrico cwng co:

- Lidu khO’l dau thong thuong 1viénflan, 3 lanlngéy Sau d6, ty theo dap (rng cdia tiing ngudi bénh, lidu cd thé
tang dan m01 1an 1/2 vién, cach nhau it nhét 3 - 4 ngay/idn ting, thwong t6i 6 vien/ngay chialam 3-414n. Lidu
tbi da khuyén cac 2 9 vién/ngay.

Biéu trjdau do co co:

- Uong 1vién/lan, 3Ian/ngay

- Bm v&i ngudi suy than cb 4o thanh thal creatinin <25 mllphut Lidu khoi dau 1/2 v1en/|an/ngay sau d6 tang
déncho tou tac dung mong mudn. M&i 1an ting khdng dwoc qua 1/2 vien. Nén téng cham lidu 1 1an/ngay trwéc
khitang sé Ian duing trong ngay. Phai giam sat chivc néng than.

Ngu'm cao tudi:

- Lidu théng thwdrng nhw nguwdi tré tudi. Co thé phai diéu chinh liéu vi d6 thanh thai than c6 thé gidm bdn 1an so
v&inguditré.

Tré em:

~ Chura xéc dinh dugc mikc d6 an toan va hidu qua clia thudc.

CHONG CHIBINH:

- Qua man v&itizanidin hoac bét cir thanh phan nao clia thube.

- Dung dong thovi vai ciprofloxacin hodc fluvoxamin.

- Suygan nan:

CANH BAongHAN TRONG KHIDUNG THUOC:

- Trénhétimmachva huyet ap Thudc lam kéo dai khoang QT, gay cham nhip tim. Ciing nhw céc thuée chii van
a-adrenergic, tizanidin c6 thé gay ha huyét ap. Tac dung ha huyét ap phu thudc vao lidu va xuét hién sau khi
ding donfiduz2 mg. Khi thay dbitw thé dot nth cothdtang nguy co ha huyet ap thé dwng

-~ Tizanidin c6 thé gay ton thwo'ng gan nén can hét strc than trong d6i VO’I nguwoi suy g:am chirc ndng gan. Can
theo doi aminotransferase huyét thanh trong 6 thang dau dling thubc (vao thoi diém thang the 1, 3 va 6) va
sau d6 theo doi dinh ky phu thudc vaotinh trang lam sani

- Tizanidinco thé gay 30 giactrén motsd ngu'cﬂ dung thuoc

- Trén mét: Bm v6i stc vat thye nghlem thubc gay thoai hda véng mac va duc giac mac. Tuy nhién, chua ¢o
bao céo vé cac tac dung ndy trong cac nghién cu'u lam sang.

- Trén nguow suy than: St dung thudc than trong déi voi ngu'ou suy than co d§ thanh thai creatinin < 25 mi/phut
bdivids thanh thai ciia thudc gidm hon 50% trén cac dbitwong nay.

- Nguwéi cao tudi: Chi su'dung tlzanldln khi da can nhéc k¥ I ich cao hon nguy co béi vi trén ngudi cao tubi do
thanh thai than co thé glam bbnlan.

- Tré em: Kinh nghiém si¥ dung tizanidin d6i v&i tré em duwéi 18 tudi con rét han ché. Vi vay khong nén ding
thubcchotré em.

- Thubc chi¥a lactose. Nhitng bénh nhan co van @ di truyén hiém gap khéng dung nap galactose, thiéu Lapp
iactose hodckem hép thu glucose- galaciose khéng nén diing thube nay.

S’ DUNG THUOC CHO PHY NIF THO'I KY MANG THAI VA CHO CON BU:

Phu ni¥ mang thai:

- Tzanldln chwa dwoc nghién cvu trén ngudi mang thai. Chi nén duing thudc cho ngwdi mang thai khi thuc sy
canthiét.

Phu nircho con bi:

- Chua xac dinh dwgc tizanidin co qua s stta me hay khong Tizanidin tan dwoc trong lipid vi vay cd kha nang
thuoc qua dwgc siva me. Chi diing thudc cho ngudi nudi con ba khi da can nhéc k§ Ioi ich cao hon nguy co rli

el 101, PVP K30, Vang Quinolein, Natri starch glycolat, Magnesi sterat).

ANH HUONG CUATHUOC LEN KHANANG LAI XE, VAN HANH MAY MOC:

- Tizanidin ¢6 tac dung an than, c6 thé gay budn ngti can than trong @6 véi ngudildi xe, van hanh may moc,

TUONG TAC, TUONG KYCUATHU C:

~ Céc thudc gay ha| huyét a &p: Tizanidin cling lam ha huyét 4p vi vay can than trong khi diing ddng thi vdi cac
thudc gay ha huyét ap, ké ca thudc lgi tidu. Ciling phai than trong khi dung tizanidin cling véi thude (e ché o,-
adrenerglc vadigoxin vi nguy co ha huyétap va cham nhlptfm

- Thubc tranh thai dang udng lam giam d6 thanh thai ciia tizanidin khodng 50% nén lam tang tac dung khong
mong mudn clia tizanidin,

- Ruwou lam ting dién tich dwéi dwong cong néng do - thoi gsan (AUC) ctia tizanidin khoang 20%, tang nong [sl¢]
dinh khoang 15% do d6 lam téng téc dung khdng mong mudn ciia tizanidin. Tizanidin va reou higp ddng tac
dung trc ché than kinh trung wong.

- Phenytom Tizanidin lam tang nong do phenytom huyét thanh. Khi ding déng thévi 2 thuée nay, nén theo doi
néng d6 phenytoin d& hiéu chinh lidu néu can.

- Acetaminophen: Tizanidin kéo dai thoi gian dat ndng @6 dinh clia acetaminophen 16 pht.




- Ciprofloxacin lam tang dang ké& ndng dd trong huyet thanh va AUC clia tizanidin khi dung dong thévi, do @6 1am
ting nguy co tac dung co hai cho tim mach (baoc gcm ha huyet ap manh)va TKTW (vidu: Budn ngt, suy giam
tam than van déng). Chong chidinh dung tizanidin déng théi véi ciprofloxacin.

TAC DUNG KHONG MONG MUON CUATHUOC:

Thuong gdp, ADR > 1/100

- Tiéuhéa: Khd miéng, Gau bung, tiéu chdy, khé tiéu.

- Co  Xwong: Nhuocco, dau Iwng

- Thankinhtrung ong: Bubn ngt, ngli ga, mét mdi, chong mét, trdm cam, loténg, dj cam, do gic.

- Da:Phatban, dd md hoi, loétda.

- Khéc: Sét.

Itgdp, 171000 <ADR < 1/100

- Timmach: Gidn mach, ha huyetapthe dtng, ngét, dau nda dau, loan nhip tim.

- Tiéu hda: Khé nubt, séimat, day hoi, chay mau tiéu hda, viem gan, dingodi phan den.

- Mau: Tu mau, tang cholesterol mau, thiéu mau tang lipid mau, gidm hodc téing bach cau.

- Chuy&n héa: Pht, giam hoat dong clia tuyén giap, sutcan.

- Co ' xuong: Gay xwong bénhly, viém khop.

- Than kinh trung wong: Run, dé xic dong co giat, ligt, ri loan tw duy, hoa mét, mdng mj, rdi loan nhan céch,
dau nua dau, choang vang dau day thankinh.

- Hd hép: Viém xoang, viém phé quan.

- Da: Ngira, khé da, ndimun, ,Tung téc, may day.

- Giac quan: Pautai, ttai, diéc, tang nhén ap, viém két mac, dau mét, viem day than kinh thi gidc, viém tai gitva.

- Tiétniéu: Viem capdudng tiét nigu, viém bang quang, rong kinh.

- Khac Phan tng dibng, kho &, 4p xe, dau cd, nhidm khudn, viém mo té bao.

Hiém g&ip, ADR < 1/1000

- Tim mach: Dau thét ngwe, réiloan mach vanh, suy tim, nhéi mau co tim, viém tinh mach, thc mach phéi, ngoai
tam thu thét, nhip nhanh that.

- Tiéuhoa: Viém da day ruét, non ra mau,u gan, tac rudt, tn thwong gan.

~ Mau: Ban xuét huyet tang tiéu cAu, giam tiéu cAu.

- Chuyen héa: Suy vd thugng than, tang giucose huyét, gidm kali huyét, gidm natri huyét, gidm protein huyét,
nhidm acid h6 hap.

- Than kmhtrung wong: Mattri nhé, ligt niva ngudi, bénh than kinh.

- Ho hép: Hen.

~ Da: Trécda, Herpes simplex, Herpes Zoster, ung thu da.

- Giacquan: Viém mong mét, viém glac mac.

Bt nidu: Albumin meu glucose niéu, dairamau.

- Khac Ung thuw, ditat bam sinh, co y dinh tw tir.

Hwo'ng dén cdch x&tri ADR:

- Dé han chétbida tacdung khong mong| muén cua thude nhu buon ngt, métmoi, chong mat, khd m:eng budn
ndn, réi loan tidu héa va ha huyét ap, can khéi dau voilidu thap sau do tang dan dén lidu hidu qua ma nguo'l
dung con dung nap thudc. [t khi phai ngung thuoc ao glac t hét, khéng co bidu hién ctia bénh tam than, va
thuéng xay ra khi ding ddng thoi voi cac thuéc chéng trdm cam. Transaminase téng nhét thoi, khi ngieng
thudc sé& trd Iai binh thwong. Yéu co d6i khi duoc thdng bao nhiwng thudng thude khong gay gidm trwong luc
co.

- Can theo di chat ché bidu higntrén huyet ap trwrdre khi téng lidu @& tranh nguy co ha huyét ap. Than trong khi
thay ddi tw thé dot ngot ti nam ho#c ngdi sang tw thé ding thing.

-~ Di voi ngudi suy than, cin theo dai chét ché tac dung khéng mong mudn @@ tranh nguy co qua lidu va can
theo dbi chirc néng thén clia nguwei dung thubc.

QUALIEU VA CACH XU TRI:

Triéu chwng

- Qué lidu tizanidin c6 thé gay thay ddi trang thai tam than, ngu lim, nhip tim cham, ha huyet ap, kich dong, lu
1an, budn ngt, budn ndn, ndn, hoa mét, co ddng tlr, hdn mé va dac bigt1a bidu hién suy ho hap.

Xietri:

— Sl dung cac bién phap didu trj ngo déc chung @8 thai triy thubc nhu riva da day, ding than hoat va thube loi
tiéu nhw furosemid, manitol. Dong thév didu trj triéu chirng va s& dung cac bién phap hb tro. Pidutriha huyét
ap: Tiém tinh mach natri clorid 0,9% lidu 10-20 mi/kg, dopamin, norephedrm Nhip tim cham: Chi ding dung
a’tropm theo doi nhnp tim. Naloxon thuung khéng c6 tac dung hdi chuyén. Theo dbi ngum bénh: Thwong
xuyén theo doi cac dau hiéu vé sy sbng, theo ddi dién tam dd va tim lién tuc; theo ddi ho hép (hé tre thong
thoang khi)vachirc nang h& TKTW; theo ddi can baing dich va chét dién giai.

~ Tham phan khéng c6 tac dung loai trir tizanidin trong hé tudn hoan vi thudc c6 thé tich phan bd ién (2,4 litkkg).

DAC TINH DUQ'C LUC HOC:

- leanldm 1a chét chl van o,-adrenergic, tac dong vao hé théng than kinh trung wong viing tiy séng va trén tly
s6ng. Thudc [am gidm co ciing cor béng céch tang (e ché tién synap clia cac noron van dong tai thu thé o,-
adrenerg|c Tizanidin tac dung chd yeu trén noron c6 nhidu synap. Ket qua la lam giam qua trinh kich thich
Gac noron vén dong trén tuy s6ng nén lam giam co co va khdng lam yéu co qua mike, Thude cé tac dung téi da
sau khi udng 1,5 gidr va hét tac dung sau khoang 3-6 glor Trén stic vat thwe nghiém, tizanidin khong tac dung
trurc tiép trén cac sgi cor xuong hay ban van déng than kinh - co, khéng tac dung [&n phan xa tdy don synap.
Ngoai ra, tizanidin ¢6 thé lam giam huyét ap do thudc gén vao thy thé imidazolin, tuy nhién tac dung nay yéu
hon nh|eu 50 v&i clonidin.

DAC TINH DUQC DONG HOC:

~ Tizanidin hap thu 6t qua du'crng ubng. Sau khi ding khoang 1,5 glo thubc dat nbng d6 dinh trong huyet
twong va cb tac dung t6i da, het tac dung vao khodng 3 - 6 gitr. Do c6 chuyén héa bude dau qua gan Ion nén
sinh kha dung qua dwong ubng dat khoang 40%. Thwc &n khong anh hwdng dén mirc 46 hap thu nhwng anh
hwong dén toc 46 hap thu nhw rit ngén thoi glan dat nbng do dinh khoang 40 phatvatang nong dé dinh trong
huyet tu'o'ng khoang 33% Tizanidin lién két véi protein huyét twong thdp, khodng 30%. Thudc phan b khdp
co thé, thé tlch phan bé trung binh 14 2,4 lit/kg sau khi dung du'o'ng tiém tinh mach. Khoang 95% lidu dung
duwoc chuyén hoa qua gan. Niva ddi cla tizanidin 14 2,5 giov, clia chét chuyen héa khong con hoat tinh khoang
20 - 40 gio. Tizanidin thai trwqua than 60%, qua phan 20%. O nguei cao tuot dao thai gidm 4 lan so véi ngudi
tré. Néu kém theo suy than (hé s6 thanh thai creatlnm <25 mi/phat) hé s thanh thai tizanidin giam trén 50%
s0 v&i ngudi cao tudi khdng suy than. Néu suy gan, nong doé tizanidin trong huyet trongtang.

QUY CACHPONG GOI:

- Hop3vix10viénnén.

BAG QUAN:

- Noikhé thodng, nhigt 46 duoi 30°C, tranh &nh séng.

HAN DUNG:

- 36 thang k& tir ngay san xuét.

TIEU CHUAN: TCCS.

Céng ty C8 Phén Dwoc Phdm ME DI SUN
86 521 An Loi, Hoa Loi, Bén Cat, Binh Duwong
BT: (0274) 3589 036 - Fax: (0274) 3589 297




