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Vién nang cing

Thubc niy chi ding theo dom thude.
Khéng diing thubc qui lidu chi dinh.
Khéng diing thubc qué han ding ghi trén bao bi.
Dé xa tim tay tré em.
Doc k¥ hwing din sir dyng trwdc khi ding.
Théng bio ngay cho bac s§ hodc duge sy nhimg tic dung khéng mong
mubn gip phai khi sir dung thudc.
Néu cin thém thong tin xin héi y kién bicsy.
THANH PHAN
- Duygcchit:
Muslexan 4: Tizanidin hydroclorid 4,58 mg (fwong duong tizanidin 4,00

mg).
Mauslexan 6: Tizanidin hydroclonid 6,87 mg (fwong dwong tizanidin 6,00

mg).

- Tadwye: Lactose monohydrat, tinh bt ngé tién gelatin hoa, talc, magnesi
stearat, vonang so 3.

MO TASAN PHAM
Muslexan 4: Vién nang cimg, c& nang s 3, niip nang va thin nang mau
tréng, bén trong o6 chira bjt thude mau tring. Vién bong dep, lanh lin, vo
Mauslexan 6: Vién nang cimg, ¢ nang s 3, nip nang mau xanh duong,
than nang mau trang, bén trong c6 chira bt thuéc mau tring. Vién bong
dep, lanh 13n, vo nang khdng mop méo.

CHIDINH )

- Cocimg colién quan dén da xo cimg, bénh Iy hoiic ton thuong tiy sdng.

- Daudococo.

LIEU LUQNG VA CACHDUNG

Liéu lugng

Sirdung vién c6 ham lugng phu hop.
Téc dung ciia tizanidin dat t5i da trong 2 — 3 gi sau khi ding thudc va duy
tri tic dung trong thdi gian twong d0i ngan. Vi vy, can xac dinh thoi gian
vachédd liéu cho timg bénh nhin, v tizanidin nén dugc chia liéu (co the 3
—4 lan/ngay) tiry thudc vao nhu cau ciia bénh nhin. Can thin trong khong
dimg qua liéu c6 hiéu qua diu trj mong mudn.

- Cocimgco: Lieukhdi dau khuyén cdo 2 2 mg/ngay, c6 the ting timg budc
2 mg trong it nhét 1/2 tudn cho dén khi giam dugc co cimg co xuong. Dap
img diéu tri toi wru thudmg dat dugc véi lieu 12— 24 mg/ngay, chia 3—4 lan
(mbi 6 — 8 gitr). Khong diing qua 12 mg/lan. Tong liéu hang ngay khong
dugcqui36 mg. . .

- Daudococo:Udng2—4mg/lanx 3 lan/ngay.

Liéu luwgng 6 mpt so doi tirgng lam sang dac biét: .

- Ngwoicao tuoi: Kinh nghiém sir dung tizanidin & ngudi cao tudi con han
ché, khéng khuyén cdo sir dung trir khi lgi ich cua vige diéu tri vurot trdi
hon so véi nguy co. Dit liéu dige déng hoc cho thay trong mét so trudng
hop, do thanh thai thin & ngudi cao tudi cb thé giam ding ke, vi vy cén
thén trong khi sir dung tizanidin. i b

- Tré em: Kinh nghiém sir dung tizanidin & tré em dudi 18 tudi con han che,
khong khuyén cédo sir dung thudc cho 461 tugng nay. patly

- Suy than: O'bénh nhan suy than (Cl., <25 ml/phit) nén bat dau dieu trj vai
lieu 2 mg/lan/ngay va diéu chinh dan dé dat dugc liéu c6 hiéu qua diéu trj.
Liéu ding khdng dugc ting qué 2 mg/lan thy thuge vao mirc 4§ dung nap
ciia bénh nhén va hi¢u qua diéu tri. Néu hiéu qua dugc cai thién, nén ting
dén liéu dung | lan/ngay trudce khi ting s6 lan ding thudce. Chire ndng thdn
nén dugc theo di thich hgp & bénh nhén suy thén.

- Suy gan: Tizanidin cin dugc dung than trong & bénh nhén suy gan, giam
Jiéu 1 lan/ngay va néu can dung liéu cao hon thi nén ting liéu 1 1an/ngay
tru6ce khi ting s6 14n diing thude trong 1 ngay. Khuyén cao giim sat néng
46 aminotransferase ban du va 1 thang sau khi dat liéu t6i da hodc khi
nghi ng& c6 tén thuong gan. Chéng chi dinh diing tizanidin cho bénh nhén
suy ganning.

Céchding :

- Dung duimg ubng, c6 thé ding trong hodc ngodi bira an nhung khong
dugc chuyén qua lai giira hai thoi diém ding thudce do sy thay dbi nay c6
thé din 15 lam ting téc dung khong mong mudn, lim chim hoic ddy
nhanh théi gian c6 tac dung diéutrj.

- Néu cin ngung diéu trj véi tizanidin, dac biét & bénh nhan ding liéu cao
trong thn gian dai, liéu ding nén dugc giam dén (xem thém myc “THAN
TRONG VA CANHBAO™). ,

- Néu quén ubng mt hoic nhiéu vién thubc, ubng lidu tiép theo nhu binh
thuémg. Khong ubng liéu ghp doi dé bu cho lidu di quén,

- Khéng c6 yéu céu dic biét vé xir Iy thude sau khi sir dyng.

- Khong nén vint bo thudc vio nude thai hay réc sinh hogt. Hoi y kién dugc sy
cach bo thuoc khong sir dyng nira. Bién phip nay s giip bao v§ moi trudmeg.

CHONG CHI PJNH _ . ,

Qué mén vdi tizanidin hodic bt ky thanh phin nao ciia thuoc

- Phéi hgp véi chétirc ché manh CYP 1 A2 nhu ciprofloxacin, fluvoxamin

- Suy ganning.

THAN TRONG VA CANHBAO ;

- Chat wrc ché CYP: Khéng khuyén céo ph6i hgp tizanidin voi cac chit irc
ché CYP 1A2 (xemmyc “TUONG TAC, TUONG KY CUA THUOC™).

- Tut huyér ap: Tuthuyét &p c6 thé xdy ra trong qué trinh diéu trj vdi tizanidin
vi ciing la hau qua cua tuong tac thubc véi c}_ﬁt {rc ché CYP 1A2 v/ holic
thubc diéu trj ting huyét ip. Bénh nhan c6 thé bj tut huyét ap tim thu hodic
tam trrong. Thay d6i tu the djt ngdt c6 theé lam ting nguy coha huyét ap tu
thé dimg. Bi¢u hi¢n nghiém trong cua tt huyét ap nhu mit y thirc, truy tim
mach di durge quan sit thiy. Nguy co cia tut huyét ap c6 thé giam bing
cdch diéu chinh liéu va lwu y dén cic dau higu cling nhur tri¢u chimg cta tyt
huyét &p. Theo ddi déu hiéu/ trigu chimg cia tut huyét ap khi sir dung
tizanidin véi cdc thude diéu tri ting huyét &p, khong khuyén cdo ding cing
v thuoe chi vén o,-adrenergic khéc. Chéng chi dinh két hgp tizanidin véi
fluvoxamin hoéc ciprofloxacin, cic chét rc ché manh CYP 1A2.

- Soc phan vé: Tizanidin c6 thé gdy séc phan vé véi cac triéu chimg nhu suy
hé hép, may day, phit mach & hong va ludi. Bénh nhin c?ug dugc thong bao
Ve céc déu higu va trigu chimg cta phan mg dj img trdm trong, ngung
thudc va gép bac sy ngay khi c6 cac dAu higw/ tri¢u chimg nay.

- Hpi chimg cai thuéc: Tang nhip tim va ting huyét ap déi nguge da duge
quan st sau khi ngung diéu tri véi tizanidin dt ngdt, khi thute duge ding
trong thori gian dai (> 9 théng), v/ hofic ding liu cao (20 — 28 mg/ngay),
va/ holic phéi hop véi cac thude giam dau gdy nghién. Trong trudmg hgp
nling, ting huyét ap ddi ngugc c6 thé din dén tai bién mach méu nio. Vi vy
khong dugce ngung thude dot ngdt ma phai giam liéu tir tir (2 - 4 mg/ngay).

- Suy than: Cén diéu chinh liéu cho bénh nhén suy thn (Cl,, <25 mL/phut)
(xem thém muyc “Liéu hegng 6 mjt sé doi negmg lam sang ddic bigt”"). Chn
gidm sat chiit ché do tic dung khong mong mudn thudng gip co thé xudt
hién hodic ting mirc d§ nghiém trong (nhu khé miéng, budn ngy, suy
nhuoc va chéng mit).

- Réiloantimmach, gan, than: Than trong khi sir dung thuéc cho bénh nhén
c6 bénh tim mach, bénh déng mach vinh, bénh gan hofic bé¢nh thin.
Thudng xuyén kiém tra dién tim d6 (ECG) va xét nghiém 14m sing trong
qua trinh diéu trj v&i tizanidin.

- Réi loan chirc nang gan: Roi loan chire ning gan dugc béo céo la co lién
quan dén tizanidin (mac di hiém gip) véi liéu hang ngdy 1én dén 12 mg.
Khuyén céo kiém tra chirc nang gan hang thang trong 4 thing ddu diéu trj &
bénh nhén duge ding liéu > 12 mg/ngdy va ¢ bénh nhén c6 triéu chimg
1am sang cua roi loan chire ning gan nhu ndn khéng rd nguyén nhan, chan
&n hodc mét moi. Ng\mg diéu tri néu ndng 46 SGPT v/ holic SGOT huyét
thanh lién tuc > 3 lan gidi han trén binh thudmg; néu bénh nhan xudt hién
céc triéu chimg cua viém gan hodc vang da. )

- Anthan: Tizanidin c6 thé giy an thin, anh huéng dén cac hoat dong hang
ngdy. Trong nhimg nghién ciru da lidy, ty 1& bénh nhén gip tac dung an
than dat cao nhét sau tuin dau tién va duy tri trong pha duy tri cua nghién
ciru. Tac dung trc ché thin kinh trung wong cong hop khi phéi hop vai
rugu hay nhimg thuoce e ché thén kinh trung wong khac (benzodiazepin,
opioid, trim cam 3 vong), cn theo ddi chit ché trigu chimg an thén qua
mirc & nhimg bénh nhan ding phéi hop nay. )

- Ao gidc/ héi chimg giéng réi logn tam than: Xem xét ngung diéu trj van
tizanidin & nhimg bénh nhén c6 ching do gidc.

- Taduwgc: _Ché phﬁ.m ¢6 chira ta duge lactose. Bénh nhén c6 van dé vé di
truyén hiém gép khong dung nap galactose, thizu hut Lapp lactase hodc
kém héip thu glucose — galactose khong nén ding thube nay.

SUDUNG CHO PHY NU'MANG THAI VA CHO CON BU

Phy nir mang thai

- Cdc nghién ciru trén dong vit cho thiy ting ty 1¢ tir vong trudc va trong
giai doan sinh n& & lieu doc cho me.

- Chua cé cae nghién ctru 6 d6i chimg & phu nir mang thai, vi vy chi nén
diing thudc trong thai ky néu lgi ich vugt trdi hon nguy co.

Phynircho conbi )
Mic di chi c6 mdt hrgng nho tizanidin bai tiét qua sira me nhung khong
nén dung thudc nay cho phu nit cho con bu.

ANH HUONG CUA THUOC POI VOI1 CONG VIEC
Bénh nhéin néu cam thiy budn ngu, chéng mit, hodc c6 bat ky ddu higu nao
ciia tut huyét ap thi nén ngung céc hoat dong yéu ciu mire d tinh tao cao
nhur lai xe hofic vin hanh may méc.

TUONG TAC, TUONG KY CUATHUOC

Twong téc cita thube

- Chd irc ché CYP 142: Phéi hop tizanidin vdi cdc thude irc ché CYP 1A2
¢6 thé lam ting ndng 49 tizanidin trong huyét twong. Chéng chi dinh ding
két hop tizanidin véi fluvoxamin hofic ciprofloxacin vi lam ting lan lugt
AUC cuia tizanidin 1én 33 lin va 10 ldn, ting C,_, 1én 12 lin va 7 lin. Ha
huyét dp niing va kéo dai c6 thé din t6i tinh trang lo mo budn ngu, chong
mat va gidm hoat ddng thin kinh. Khong khuyén cdo phdi hop tizanidin
véi cic thubc irc ché CYP 1A2 khic nbu thuée chéng loan nhip

'




(amiodaron, mexiletin, propafenon), cimetidin, famotidin, mot sb
fluoroquinolon (enoxacin, pefloxacin, norfloxacin), rofecoxib, thude
trinh that dwdmg udng va ticlopidin,

Tang ndng 40 tizanidin trong huyét trong o6 thé din 1 cde trigu chimg
Qua lidu nir kéo dai khodng QT. Khdng Khuyén cdo phdi hop tizanidin
(lidw cao) virt ode thude khie o6 thé giy kéo dai khoang QT. Theo doi dién
tm 48 (HOG) khi edn thiée

Thudc didu rj Wimg Mot dp.: Do tizanidin 6 thé 1lam ha huyét dp nén 6 thé
T tng tdo dung cia thude didu tri tng huyét dp, ké od thude lot tidu. Chn
thitn trong khi ding tizanidin & binh nhan dang ding cdo thude didu tr ting
huyét dp, thude chen fadrenengic hode digoxin vi oo thé lam tut huyét ap
hode lm chm nhip tim. O mdt s bdnh nhin dang ding ddng thor tizanidin
v ode thude didu trf tng huyétdp, cho thty 06 thng nhip tim va ting huyét
Ap ddi ngroe khi ngung m\:ic A0t ngdt. Trong truomg hop nghiém trong,
ting huydtdp ddi nguoe ¢o thi din (61 tai bién mach man nio,

Thide trcnh thai me g DX ligu duge ddng hoe khi ding lidu don va
da lidu tzanidin cho ity thanh thii coa tzanidin gidm di Khodng S0% & phy
nir ding ddng thoi vor thudo tranh thai dromg udng. Mae db khong o6 nghién
el duge ddng hoe ridng bidt dwoe tidn hinh & danh gid trong the ¢é thé xdy
it thudo trdnh thai ddmg udng VA tizanidin, nhung 6 thé c6 dip img
1am sing ViV hode the dung khong mong mudn xiy ra & lidu tizanidin thp
hom khi phidi hop véi thude trinh thai didmg udng. Tuong the ¢d ¥ nghia lam
sing ding kd chum duge bido odo trong e thirnghiém 1am sing.

- Acetaminophen: Tizanidin lim chim T, ol acetaminophen 16 1An.

« Ripw Wt thude e ché thdn kinh trung womg (ddn chdt benzodiazepin,
opioid, chong trdm cdm 3 vong): CO thd 1am ting tde dung an thin cda
tizanidin gdy trd ngai cho hogt ddng hang ngdy, Rurgu ldm ting AUC v
C.., o tizanidin khodng 2096 v 15%. Cln theo doi che tri¢u chimg an
thn qui mure ¢ bénh nhn phdi hop tizanidin véi ede thude tre ché thin
Kinh trung wong,

Twong ky cia thude
Khang dp dung,

TAC DUNG KHONG MONG MUON
Cdc tie dung khong mong mudn duge phin nhom theo thn sudt: rit thiomg
gdp (ADR 2 1/10), thudmg giip (1/100 € ADR < 1/10), it gdp (1/1000 <
ADR < 1/100), hi¢m gip (1/10.000 = ADR < 1/1000), r&t hidm gdp (ADR
:k!l‘ /10,000) va khdng rd tin sudt (o sudt khdng wde tinh duge tr di ligu
sin ¢d).
Hé mién dich: Phan img qua miin (khong ro tén sudt).
Tdm thin: Ao gide, mdt ngy, rdi loan gide nga (hidm gap). RAi loan thm
thiin do 1o 1ang dai ding; trang thii hxlu logn, nhdm 1in (khong ro tdn sudt).
- Thdn kink: Budn ngu, chong mat (thudmg gip). Dau dd, mﬁdléu hoa, rdi
logn viin ngdn (khong rod tn sudt).
Mdre: R logn didu ti!t mit (khdng 10 thn sudt),
- T¥m: Nhjp tim ehfim, nhip tim nhanh (thudmg gip). Kéo dai khodng QT da
duge bito cdo trong gidm sat hiu mai (khong ro thn sudt),
- Mach: Ho huyétdp, tang huyét dp doi nguoe (thuomg giip).
- Théw héa: Kho mi¢ng (thudng gip). Budn nén, rdi loan tiéu héa (hiém
gip). Dau bung, non (khang rd thn sudt).
Gan: Ting transaminase gan huyét thanh (hiém gip). Suy gan, viém gan
(vhthidm gap).
- Davdmd ddi da: Phit ban, ngira (khong 0 thn sudt).
- Coxwong vamo lién két: Y éu co (hidm gap).
Tric‘ dung khong mong mudn khde: Mt moi (thudmg giip). Chin dn (khdng
rd tan sudt).
- Xérnghi¢m: Habuyétap (thudmg gip). Tang transaminase (hi¢m giip).
Hoi chimg cai thuoe: Khi ngumg thude dot ngdt sau mot thov gian dai sir
dyng, viv’ holic sir dung liéu cao, v hoite phi hop véi thude gidm dau giy
nghién gdy nén tic dung khdng mong mudn 1d: ting nhip tim nhanh va
tang huyét 4p ddi nguge. Mot sd trwrdng hop nghiém trong, thng huyét dp
d0i nguge o6 thd diin dén tai bidn mach méau ndo.
Huedng didn xak tri cde tde dung khong mong mudn: D& han ché 1de dyng
khdng mong mubn cia thude nhur budn ngd, mét moi, chéng mat, khd
migng, budn non, réi logn tidu hoa va hy huyét dp, oln khoi ddu véi lida
thip nhit sau do ting din dén lidu hidu qua md ngudi bénh nhan con dung
nap duge. 1t khi phii ngimg thude. Ao gide ty hét, khong c6 bidu hi¢n coa
nh thm thiin v thudmg xdy ra khi ding ddng thai véi cdo thube chéng
trdm cm. Aminotransfernse (ing nhét thr, khi ngimg thude s tro li binh
thudmg. Yéu co doi khi duge bio cdo nhumg thudmg khong gy giam
truong lywe co. DAi véi ngudi suy thin, edn theo doi eht ehd che tde dyng
khong mong mudn dé tranh nguy co qui lidu va cln theo ddi chire ning
thiin cia bénh nhén.

QUA LIEU VA CACH XU TRI

Trifu chimg

- Dir li¢u ldm sing con han ché, trong 1 truémg hop bénh nhin nguwdi lon
ding 400 mg tizanidin, hdi phyc hoin toan khi duge ding manitol va
furosemid dé gidi ddc.
Tridu chimg qué lidu bao gdm budn ndn, non, tyt huyét dp, nhip tim chim,
kéo dii khodng QT, chong mat, co ddng tir, bon chdn, budn ngy, suy hd
hitp, hon mé.

Cieh xirtri
Cée bién phap hd trg dwge chi dinh va thire hién cde bién phip d€ logi bo
nhanh tizanidin khoi dudmg tidu hoa: rira da day holic sir dung than hogt
tinh v lidu cao lip It hoite ding thude lgi tiéu manh, Dong theri didu tri
trigu chimg cho bdnh nhin.

DUQC LYCHOC

Philn Ingl dupe ly
Thube gian eo, co xwong, chi vin trén a,-adrenergic trung wong,

MAATC: MOIBX02,

Coché the dyng

- Tizanidin 1d chit lam gidin co xuong, tie ddng chinh & thy séng, bing cich
kich thich thu thd ¢, tién synap, lm ire ché gidi phong cho amino acid hoat
dong - cde chit kich thich thy thé N-methyl-D-aspatat (NMDA). Sy din
truyén qua nhidu synap & noron trong thy song gity trong lyre co qua mire.
Vi vily, tizanidin o ¢hé vit lam gidm trrong le co. Tizanidin khong anh
hrdmg tryee Gép tén soi co — xuong, bin vin ddng thn kinh - co hay teén
oung phan xg thy don synap,

- Ngodi the (|\Il3 gilin co, tizanidin cling ¢6 the dung gidm dau & (rung wong
mure d¢ vira. O ngudi, tizanidin ku\m gidm ting trieong lue co do bénh Ly,
bao gdm tinh dé khang véi chuyén ddng thy ddng, Iam gidm cic con dau
co thitt va ehimg git rung,

DUQCPONGHQC

- HAp thu: Tizanidin duge hilp thu nhanh chong, dat ndng 40 dinh trong
huyét trong khodng 1 giér sau khi ubng thube. Thire in khong dnh hurdmg
dén cdo thong sb duge ddng hoe cla tizanidin.,

- Phin bb: Tizanidin lién két véi khoang 30% protein huyét twong. Céc

nghién ciru trén ddng viit cho thly tizanidin d& qua hang rdo mau nllo. Thé

tich phin bé trung binh ¢ trang thai &n dinh sau khi ding dudng tinh mach

142,60 L/kg.

Chuyén héa: Miio du tizanidin duge hilp thu tét nhung chuyén héa lin

dhu qua gan (khodng 95% lidu ding) lam gidm 34% sinh khi dung twong

ddi. Tizanidin duge chuyén hoa nhanh va manh & gan chi yéu bai

cytocrom P450 1A2 theo nghién otru in vitro,

- Thil trir: Sau khi udng tizanidin ddng vi phéng xq "*C, khodng 60% thai
tnr qua thiin vit khodng 20% qua phén. Thai trr qua thin cia tizanidin
khodng 53% sau khi ding lidu 5 mg vi 66% sau khi ding lidu 4 mg x 3
IAn/ngdy. Thai gian ban thiti cda tizanidin khodng 2 - 4 gid, cia cdc chit
chuyén héa khdng hoat tnh 1a tlr 20 - 40 gid.

- Tinh tuyén tinh: Duge dong hoe cda tizanidin tuyén tinh trong khodng
lidu 4 - 20 mg. Sy thay ddi nho cia che thong sb duge dong hoe (C,,, vl
AUC) cho phép dyr dodn ndng 40 trong huyét rong cda thude sau khi l:&‘lg.
Durgre dpng hoc & mptsd dbi nepng lam sang dic bige:

- @it tinh: Khong ¢6 nghién cira duge ddng hoe chuyén bigt duge thye
hién ad danh gi dnh huomg cda gioi tinh, Phin tich hoi ctru dit ligu duge
dgng hoo khi ding don lidu hay da lidu tizanidin 4 mg cho thily cde thong
80 dwge ddng hoo khong bj dnh hudng b gidi tinh,

- Tuéi: So sinh dit lidu duge dong hoe khi ding lidu don 6 mg cho thiy do

thanh thai & ngudi tré nhanh hon 4 1dn so véi & ngudi cao tudi, Tizanidin

khong duge dinh gid & tré em,

Suy then (Cl,, < 25 mjphiig): Nong 40 huyét trong t6i da trung binh cao

gﬂp d61 so véi ngudi tinh nguyén khde manh v théi gian bin thai kéo dai

khodng 14 girddn téi gid trf AUC cao hom nhidu (khodng 6 1an gif tri trung
binh).

- Suy gan: Anh hudng cla suy gan 18n cdo thong s6 duge dgng hoc cua
tizanidin chura duge ddnh gid, nhung do tizanidin duge chuyén hoa nhiéu
qua gan nén cie thong sb duge ddng hoe ¢6 thé bj dnh hwong ding ké.
Khong khuyén cdo sit dung thude cho nhitmg bénh nhan ndy.

- Ching tée: Nghién elru trén nhirng ching tde khic nhau chua duge thye
hign.

QUY CACHDONG GO1
Mustexan 4 & Muslexan 6;

- Hop03 vix 10 vién nang ctmg. Vibdm AVPVC trong.

- HgpO05 vix 10 vién nang eimg. Vibim Al/PVC trong.

- Hp 10vix 10 vién nang cimg. Vibim AI/PVC trong.

BAOQUAN

Noi khd, duéi 30°C. Trdnh dnh sing.
HANDUNG

36 thing (ké tr ngay sn xudt).

TIRU CHUAN CHAT LUQNG
Tiu chufin co sé,

"
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Cor s sin xudt
CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
Lo B, Pudng 54 2, KON Bdng An, Binh Duong, Vigt Nam




