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NOVALUD

S - o £
| Ciac dau higu lwu ¥ va khuyeén cio:
| BPoc ki hiréng dan sir dung truede khi dimg,
| Dé xa tdm lay tre em.

Théng bdo ngay che bde sy hodc dicoc sy nhitng tdac dung khéng mong mudn gdp phai khi sir |
| dung thudc. |

| Thudc nay chi dimg theo don thude

1. Thanh phin céng thirc thude

M>Ji vién nén chira:

Thanh phan hoeat chiit: Tizanidin (dudi dang tizanidin hydroclorid) 2 mg.

Thanh phin t4 dwge: Natri starch glycolat, povidon, lactose khan, cellulose vi tinh thé,
silicon dioxid dang keo, bot acid stearic.

2. Dang bao ché:

Dang bdo ché: Vién nén.

M3 ta ddc diém thudc: Vién nén khong bao mau tring, hinh tron, 16, mdt mit cé khic vach.
3. Chidinh

Dau do co thit co

- lién quan dén cac rdi loan tinh va chire ning ciia cét séng (hoi chirng ¢6 va that hmg)

- sau phau thuat, vi du phau thuét thoat vi dia dém hodc phau thuét thoai hoa khop hang.

Co citng do réi loan thin kinh

- ching han nhw bénh da xo ctng, bénh co man tinh, bénh thodi hoa tiy song, dot quy va ton
thuong nio do bai nao.

4. Liéu ding — Cach dung

Tizanidin ¢o chi s diéu tri hep va cho thay co sw dao ddng cao vé ndng do tizanidin trong
huyét trong gitta cic bénh nhan. Do dé, didu quan trong la phai diéu chinh liéu lugng theo
nhu céu cua bénh nhan.

Liéu khoi dau thap 14 2 mg 3 lin mot ngay co thé gitp b]ﬂlﬂ thiéu nguy co tac dung khong
mong mudn. Nén ting liéu can thin, cin tinh dén nhu ciu ci nhan cia bénh nhan. Cé thé

uong vién Novalud cung hodc khong cung thire an.

Gicm dau do co thit co

Lié'u tl1611g llur&mg lflJZ ~fl mg 3 lin mét ngﬁy.t Trudng hop ning ¢o thé thém lidu 2 - 4 mg, 6t

nhat uong vao buoi toi dé giam tac dung an than.

Co citng lrong roi logn than kinh

Liéu hang ngay ban dau khong dwoc vurgt qua 6 mg chia lam 3 lin. Cé thé ting liéu din dan

thém 2 - 4 mg trong khoang thoi gian méi mra tudin hodc méi tudn. Dap ing diéu tri toi wn

thwong dat dwge voi lidgu hang ngay tiv 12 dén 24 mg chia lam 3 hogc 4 ldn déu nhau. Liéu

hang ngay khong nén vurgt qua 36 mg.

]\ﬁy‘mg diéw tri

Khi cin ngirng diéu tri bang tizanidin, nén giam dan liéu lwgng, déc biét o nhitng bénh nhén

ding licu cao trong thoi gian dai, d& ngan ngira hodc giam thiéu nguy co ting huyét ap hoi
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rng va nhip tim nhanh.
Nguedi cao tudi
Kinh nghiém st dung tizanidin ¢ bénh nhén cao tudi con han ché. Do do, nén bét dau diéu tr
vai lidu thdp nhit va chi tang liéu tirng lwong nha tiy thude vao kha nang dung nap va higu
qué.
Tré em va thanh thiéu nién
Kinh nghidm véi tizanidin & bénh nhan dudi 18 tudi con han ché. Khong khuyén cao sir dung
cho nhém ddi twong nay.
Bénh nhdn suy than
O nhing bénh nhén suy than (dé thanh thai creatinin < 25 ml/plit), nén bt dau diéu tri vai
lidu 2 mg mot lan mdi ngay va didu chinh lidu lrong dé dat dwoc lidu hiéu qua. Chi nén tang
lidu theo tirng lugng nho tiry thude vao kha nang dung nap va hién qua. Néu cai thién, trrde
tién nén tang lién méi ngay va sau do tang tan suat dimg thude,
Bénh nhdan suy gan
Chéng chi dinh ¢ nhiing bénh nhén bi suy giam dang ké chire nang gan.
Tizanidin dwoc chuyén hoa réng rdi ¢ gan va co rét it théng tin vé vén dé nay. Viée si dung
nd co lién quan dén nhitng bat thuong 6 the dao nguoce trong cac xét nghiém chitc nang gan.
Nén sir dung thén trong o bénh nhén suy gan trung binh va nén bit dau diéu i vai lidu tllﬁp
nhat. Sau dé, nén ting lidu lwgng mot cach can than tiy thude vao kha nang dung nap.
5. Chong chi dinh
Viée ding tizanidin chdng chi dinh trén bénh nhén suy gan niing, do tizanidin chuyén hoéa
nhidu bai gan.
Phéi hop vai chat rc ché manh CYP 1A2 nhw ciprofloxacin, fluvoxamin,
Qua min véi tizanidin hodc bat ky thanh phan nao ciia thudc.
6. Canh bio va thin trong khi ding thude
Chdt itc ché cytochrom P450:
Khéng khuyén cdo phéi hop tizanidin vai cac chit trc ché CYP 1A2.
Ha huyét dp:
Ha huyét ap c6 thé xay ra trong qua trinh diéu tri véi tizanidin va ciing 1a hau qua cna trong
tac thudc véi chit irc ché CYP 1A2 vi/ hoic thude didu trj ting huyét ap. Biéu hién nghiém
trong ciia ha huyét 4p nhu mat ¥ thire, truy tim mach di duge quan sat thay.
Hoi cinimg ngung thude:
Ting nhip tim va ting huyét 4p doi ngwoc di duge quan sat sau khi ngung didu tri voi
tizanidin dot ngot, khi thude duge ding trong thoi gian dai, va/ hosic ding liéu cao, va/ hodc
phéi hop véi cae thude tri ting huyét ap. Trong tnrding hop nang, taing huyét 4p doi nguoe co
thé dan dén tai bién mach mau ndo. Vi viy khéng duge ngung thude dét ngdt ma phai giam
liéu tir tir.
Suy than:
Cin dilu chinh liéu cho bénh nhéan suy than (Clg < 25 mL/phit), khuyén cao khoi dau vai
lidu 2 mg mot lan mdi ngay. Viée ting lidu nén duge thye hién theo tirng bwde nho tiry theo
kha néng dung nap va hidu qua. Néu hidu qua duoc cai thién, trudce tién nén tang lidu mot lan
mdi ngay trude khi tang tan sudt sir dung.
Roi loan tim mach, gan, thin:
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Thén trong khi sit dung thudc cho bénh nhén c6 bénh tim mach, bénh dong mach vanh, bénh

gan hoiic bénh than. Thuong xuyén kiém tra dién tim dé (ECG) va xét nghiém lam sang

trong qua trinh diéu tri voi tizanidin.

Roi loagn chire néing gan:

Réi loan chire niing gan duge bao céo 14 6 lién quan dén tizanidin (mgc di hiém gip) voi

lidu hang ngay lén dén 12 mg. Khuyén cdo todn bd bénh nhan nén kiém tra chirc ning gan

trieGe khi bat diu didu trj nhdm thiét lap mirc nén va dé loai trix kha nang dang bi bénh gan

sin ¢6 hodc suy gan ning. Khuyén cdo kiém tra chitc nang gan hang thang trong 4 thang déu

didu tri & bénh nhan dwge dung lidu > 12 mg/ngay va & bénh nhan co6 tri¢u ching lam sang

ciia r6i loan chitc ning gan nhw nén khéng rd nguyén nhén, chan dn hofic mét moi. Ngung

diéu tri néu nong d6 SGPT va/ hodc SGOT lluyét thanh lién tuc > 3 lan gidi han trén binh

thwong; hodc néu bénh nhan xudt hién cic triéu chirng cia viém gan hodc vang da.

San phém thudc nay co chira lactose khan. Bénh nhén co cac vin dé di truyén hiém gap vé

khéng dung nap galactose, thién men Lapp lactase hofic kém hap thu glucose-galactose khéng

nén ding thuée nay.

7. Sit dung thude cho phy nit cé thai va cho con bu

Phu nii c6 thai

Céc nghién citu trén déng vét cho thay ting ty 18 ir vong trudc va trong giai doan sinh ng &

lidu doc cho me. Chwra ¢6 cdc nghién ciru ¢6 doi chirmg & phu nit mang thai, vi vy chi nén

duing thude trong thai ky néu lgi ich vugt tri hon nguy co.

Cho con b

Mac du chi ¢6 mdt lwgng nho tizanidin bai tiét qua sita me nhung khéng nén ding thude nay

cho phu nir cho con bu.

8. Anh hwéng ciia thude 1én khi niing 15i xe, viin hanh mdy moc

Tizanidin ¢6 anh hwéng nhe hodic trung binh dén kha ning 14i xe va sit dung may maoe: Bénh

nhin budn ngu, chéng mat hodc bét ky d4u hiéu hodc tridu chimg nao cia ha huyét ap nén

han ché cdc hoat dong doi hoi mire d6 tinh tao cao, vi du: lai xe hodc van hanh may mdc.

9. Twong tic, trong ky ciia thude

Twong tiac

Chat 1kc ché CYP:

Phéi hop tizanidin véi cac thude e ché CYP 1A2 ¢o thé lam ting ndng d tizanidin trong

huyét twong. Chéng chi dinh diing két hop tizanidin v6i fluvoxamin hodc ciprofloxacin, 2

chit e ché CYP 450 1A2 trén ngudi, vi 1am tang lin lwot AUC cua tizanidin 18n 33 14n va 10

lan. Ha huyét ap nang va kéo dai co thé dan téi tinh trang lo mo budn ngi, chéng mat va

giam hoat dong thin kinh. Khong khuyén cao phdi hop tizanidin vdi cdc thude e ché CYP

1A2 khéc nhr thude chong loan nhip (amiodaron, mexiletin, propafenon), cimetidin, mét sd

fluoroquinolon (enoxacin, pefloxacin, notfloxacin), rofecoxib, thudc tranh thai dwong uéng

va ticlopidin.

Téng ndng d6 tizanidin trong huyét twong c6 thé din toi cdc triéu chimg qua lidu nhe kéo dai

khoang QT. Khéng khuyén cao phdi hop tizanidin (liéu cao) véi cac thude khéac ¢6 thé gay

kéo dai khoang QT. Theo ddi dign tAm dd (ECG) khi can thiét.

Thude diéu tri tiing huyét dp:

Do tizanidin c6 thé 1am ha huyét ap nén co thé lam ting téc dung cia thude diéu tri ting

huyét ap, bao gom ca thude loi tiéu. Can thin trong khi ding tizanidin & bénh nhan dang
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ding cac thude diéu tri tang huyét ap. Than trong khi dong tizanidin dong thoi voi cac thuoc
chen B-adrenergic hodc dlgoxm vi ¢6 thé lam tut huyet ap hodc lam chdm thlp tim. 0 mét sb
bénh nhan dang ding ddng thoi tizanidin véi céc thude didu tri tang huyét ap, quan sat thdy
co tang nhip tim va taﬂg huyét ap doi nguo‘c khi ngung thudc dot ngét. Trong trudng hop
nghiém trong, ting huyét dp doi nguge c6 thé din toi tai bién mach méu néo.

Dit liu dwge dong hoc khi dung liéu don va da lidu tizanidin cho théy thanh thai cua
tizanidin giam di khoang 50% ¢ phu nit ding ddng thoi véi thudc tranh thai duong ubng.
Mac du khong c6 nghlen citu dwroc dong hoc ncng bi¢t duge tién hanh dé danh gia frong tac
c6 thé xdy ra giita thude tranh thai dlm’llb udng va tizanidin, nhlrng co thé c6 dap tng lam
sang va/ hodc téc dung khong mong mudn xay ra & lidu tizanidin thdp hon khi phéi hep véi
thude tranh thai duong udng. Twong tac cé y nghia ldm sang dang ké chwa dwge bao cio
trong cac thir nghiém lam sang.

Ruou va thude e ché thin kinh trung wong cé thé lam ting tac dung an than cna tizanidin.
Twong ky

Do khéng ¢o cac nghién ciu vé tinh twong ky ciia thude, khéng tron 1an thude ndy voi céc
thuée khac.

10. Tac dung khéng mong mudn ciia thuée

Céc tac dung khong mong muén dwge phan theo loai va tAn sudt: rit thwong gip > l/lﬂ)
thwong gap (> 1/100 dén < 1/10); it gap (= 1/1.000 dén < 1/100); hiém gip (> 1/10.000 dén <
1/1.000); rat hiém gip (< 1/10.000); khéng r& (khéng thé danh gia tir cac dir liéu hién c0)

Tmng moi nhom tan sudt, cac tic dung khong mong mudn dwoc thé hién theo thir fir giam
dan nirc 46 nghiém trong.

Rdi loan tim:

Thuong gap: Nhip tim chim, nhip tim nhanh.

Khong ré: Kéo dai khoang QT dé dugce bdo céo trong gidm sat hiu mai.
R&i loan than kinh:

Thuémg gip: Budn ngi**, chong mat **

Khong ro: Pau dau, rdi loan vin ngdn

Réi loan mdt:

Khoéng 15: Réi loan diéu tiét mat.

Roi logn tiéu héa:

Thwong giap: khé miéng **

Hiém gip: Budn non**, roi loan tién hoa**

R6i logn da va mé dudi da:

Hiém gip: Phan (g di tmg (phét ban, ngira)

Réi loan co xicong va mé lién két:

Hiém giip: Yéu co

Réi loan mach:

Thwdng gip: ** Ha huyét ap, tang huydt ap doi nguge **
Roi logn toan thédn va (gi noi dimg thudc:

Thuong gip: Mét moi **

Khong rd: Mat cam gidc ngon miéng
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Roi logn gan mdat:

Hiém gap: ting transaminase

Rét hiém gip: Suy gan, viém gan

R6i loan tém than:

Hiém gip: Ao giac*, mat ngu, rdi loan gidc ngi

Khéng ra: Réi loan tdm thin do lo ling

Xeét nghiém:

Thudng gip: Ha huyét ap,

Hiém gip: ting transaminase**

* Ao gidc tw gidi han, khong cb bang chirng v& 16i loan tam thin, ‘-;ay ra & nhitng bénh nhén

diing dong thoi cac chat c6 kha ning giy ao giac, vi du: thudc chdng trdm cam.

** Vai wec ting liéu tizanidin cham, nhimg tac dung nay thuong khong nghiém trong dén

miic yéu ciu ngirng diéu tri,

Véi liéu cao hon dwge khuyen cao dé diéu trj chitng co cimg, cdc tac dung khong mong muén

dwoc bao cao khi dung liéu thap xay ra thuomg xuyén va rd rét hon, nhung hiém khi du

nghiém trong dé yéu cAu nglrng didu tri.

Ngodi ra, cc téc dung khéng mong mudn sau ddy c6 thé xay ra: trang thai nhdm 1an.

Hgi chitng ngieng thuéc:

Khi ngng thude dot ngdt sau mot thai gian dai sit dung, va/ hodc sir dung lidu cao, vaf hodc

phdi hop véi thude tri ting huyét ap, quan sét thay céc tac dung khéng mong mudn gom nhip

tim nhanh va tang huyet ap doi ngwoe. Mot s6 truong hop nghiém tr ong, ting huyét ap doi

nguoc ¢o thé d4n dén tai bién mach mau nio.

11. Qui lidu va ciach xi tri

Kinh nghiém lam sing gbu han ché. Trong mét trwdng hop nguvi tarong thanh di udng 400

mg tizanidin, sw phuc hoi la khong ¢ gi déang lo ngai. Bénh nhan nay dwoc ding mannitol va

frusemid.

Triéu chiing

Budn nén, ndn, ha huyer ap, nhip tim chim, kéo dai QT (c), chéng mt, mé man, suy hé hap,

hon mé, bon chdn, budn ngi.

X tri

Céc bién phap hé trg chung dwge chi dinh va cAn ¢d ging loai bo thuéc chua tiéu hoa khoi

dudng tién hoa bang cach rra da day hodc bang céch cho ding than hoat lidu cao Lip lai.

Bénh nhén nén dwoc cung cap du mroc Bai niéu cuong birc dwge cho la s& ddy nhanh qua

trinh ddo thai tizanidin. Diéu tri thém néu c6 tridu chimg.

12. Dic tinh dwge lye hoc

Nhom dwge ly: Thude gidn co xwong, téc dong hé than kinh trung wong.

Mi ATC: M03BX02

Tizanidin la chat [am glan co xwong. Tac dong chinh & tiy séng, bing cach kich thich thu thé

o tién synap, lam e ché giai phong cdc amino acid hoat déng — cdac chét kich thlch thu thé

N-methyl-D-aspatat (NMDA). Sir din truyén qua nhiéu synap & noron trong tiy sdng gy

trrong hirre co qua mirc. Vi vy, tizanidin trc ché va lam gmm truong lye co. Tizanidin khong

anh huong trie tiép trén sgi co — xwong, ban vAn déng than kinh - co hay trén cung phan xa

tuy don synap. Ngoai tic dung gidn co, tizanidin cing co tac dung giam dau & tung wong
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mirc dg vira.

O nguoi, tizanidin lam giam ting trwong lye co do bgnh 1y, bao gdm tinh d& khang voi
chuyén dong thu dong, lam giam cdc con dau co thit va ching git rung.

13. Dic tinh dwge ddng hoc

Hép thu:

leamdm duoc hdp thu nhanh chéng, dat ndng do dinh trong huyét twrong khodng 1 gi0 sau
khi uéng thude.

Phén bi:

Tizanidin lién két voi khoang 30% protein huyét hro'ng Céc nghién ciru trén dong vat cho
thay tizanidin dé qua hang rao mau no. Thé tich phan bé trung binh & trang thai 6n dinh sau
khi ding duong tinh mach 1a 2,6 L/kg.

Chuyén héa:

Meic du tizanidin duge hdp thu tét nhung chuyén héa lin dau qua gan lam giam 34% sinh kha
dung so vai khi ding tiém tinh mach Tizanidin dwoc chuyén héa nhanh va manh & gan,

Tizanidin duge chuyén hoa chii yéu béi cytocrom P450 1A2 theo nghién ctru in vitro.

Thai triv:

Chit chuyén héa chu yéu dwoc thai tir qua than (khoang 70% lidu dung) va khéng co hoat
tinh. Thai trir qua thin ciia hoat chat ban dau khoang 53% sau khi ding liéu 5 mg va 66% sau
khi ding liéu 4 mg x 3 lan/ngay. Thai gian ban thai cua tizanidin khoang 2 — 4 gio,

Tinh tuyeu tinh:

Dugce dong hoc cua tizanidin tuyén tinh trong khoang liéu 4 — 20 mg. Sy thay ddi nho cia cac
thong, s6 dugce dong, hoc (Cuax vd AUC) cho phép dw doan nong do trong huyét twong cua
thude sau khi udng.

Duge dgng hoc & mpt so doi twong diic biet:

Cac thong s6 duoc dong hoc khong b anh huong béi gidi tinh.

Bénh nhdn suy than (Cle,. < 25 mL/phiit): Néng d6 huyét trong tdi da trung binh cao gép déi
§0 vOi nguoi tinh nguyén khoe manh va thoi gian ban thai kéo dai khoang 14 giy dén téi gia
tri AUC cao hon nhiu (khoang 6 13n gia trj trung binh).

Anh Iueéng ciia thive éin:

Ding thude cing véi thire fin khéng lam anh huong dén dwoge dong hoc cua vién nén
tizanidin.

14. Quy cich déng gdi: Hop 3 vi x 10 vién

15. Pidu kién bio quén, han ding, tiéu chuin chit lwgng cia thufc

iéu ki¢n bio quin: Bao quan dwdi 30°C, tranh anh sing va 4m.

Han ding: 48 thang ké tir ngay san xudt.

Tiéu chufin: TCCS.

16. Tén, dia chi co sé san xuit thude

PT. Novell Pharmaceutical Laboratories

JI. Wanaherang No. 35, Tlajung Udik, Gunung Putri, Bogor 16962, Indonesia
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