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Box of 10 blisters of 10 tablets

Chi dinh - Chéng chi dinh - Cag
dung va cac théng tin khac:
Xem ty buomg dén sir dung thube ke
Tiéu chudn &p dung: TCCS

Bao quan: Noi khé, nhiét dd dudi 30°C.

D€ xa tdm tay tré em.

Poc ky huéng dan sit dung trudc khi ding.
Sén xudt tai: CONG TY CP DUQ'C PHAM HA TAY
T4 déin phé 56 4 - La Khé - Ha Dang - Ha Nai
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COLTHIMUS

Tizanidin hydroclorid tuong ung Tizanidin 4mg

Hop 10 vi x 10 vién nén

GMP - WHO

Indications - Contraindications - Desage -
Administrations and other information: See the
package insert inside.

Specifications: Manufacturer's

Storage: Store in a dry place, below 30°C.

Keep out of reach of children. Carefully read the

accompanying instructions before use.
Manufactured by: HATAY PHARMACEUTICAL J.S5.C
Population groups No. 4 - La Khe - Ha Dong - Ha Noi

COLTHIM

Tizanidine hydrochloride equivalent to Tizakitine 4mg

GMP - WHO
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1. Tén thuéc: COLTHIMUS L* \ pude PHAM

.8 Khuyén cido: We\ KA T pY
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Dc;c ky:huong diln str dung trudc khi dung”. N O3e T A

“Pé xa tam tay tré em”. il

“Théng béo ngay cho bac s§ hodc duge sT nhitng tac dung khong mong mudn gip phai khi st
dung thude”.
“Rx-Thubc ban theo don”.
3. Thanh phin, ham lrgng ciia thude: MGi vién nén chira:

Tizanidin hydroclorid

Twong tng tizanidin 4mg

Ta dugce vd 1 vién
Té dwoc gom: Microcrystalline cellulose (avicel 101), lactose, crospovidon, magnesi stearat,
povidon K30, bot talc.
4. Mo ta san phﬁm: Vién nén hinh try, dudng kinh 8mm, c6 vach (+) & gilra, mau tring hay
trfmg nga, thanh va canh vién lanh 1an.
5. Quy cach déng goi: Hop 10 vi x 10 vién nén, kém theo to huéng dan st dung thudc bén
trong hop.
6. Thuéc dung cho bénh gi?
- idu tri triéu chimg co cimg co do bénh xo clng réi rac hodc tdn thuong tuy séng.
- Pau do co co.
7. Nén dung thudc nay nhw thé nao va liéu lwgng?
- Cdch ditng:
Thubc udng, c6 tc dung tuong di ngin (hiéu qua t6i da trong vong 2-3 git sau khi dung
thudc) nén phai ubng nhiéu lan trong ngay (3-4 lAn/ngay). Thoi gian va tan sb cua licu phu
thudc vao nhu cau ctia ngudi bénh. Can phai diéu chinh lidu tuy theo déap (mg cua ngudi bénh.
Pép tng diéu tri tdi wu thuong dat duge véi mot lidu hang ngay tir 12mg dén 24mg, dung
trong 3 hodc 4 liéu bang nhau, lidu duy nhat khong dugc vugt qua 12mg. Tong lidu hang ngay
khéng nén vugt qua 36mg.
Trudng hgp ngung diéu trj & nhitng bénh nhéan dugc dung lidu cao trong thoi gian dai, liéu
dung nén duge giam dan.
- Liéu ding:
* Nguoi l6n va ngudi tir 18 tudi tro lén:
- Diéu tri co citng co:
Lidu khéi ddu thong thudng: 2mg/1 lidu don. Sau do, tuy theo dap (mg cia timg nguoi bénh,
Liéu 6 thé tang dan mbi lan 2mg, cach nhau it nhét 3-4 ngay/11an ting, thudng toi 24mg/ngay
chia lam 3-4 1an. Liéu t8i da khuyén cdo 12 36mg/ngay.
- Piéu tri dau do co co: Ubng 4 mg/lin ngay udng 1-3 lan.
* P3i véi newoi suy than: Co dd thanh théi creatinin <25 ml/phat: Liéu khoi d;}mg/l?m, ngay

1 14n sau dé ting dan cho téi khi dat tic dung mong mudn. Mdi 1an ting khong/qua 2mg. Nén
taing cham lidu 1 1an/ngay trudce khi ting s6 1an trong ngay. Phai giam saf|\ghy< nang than.

¥ Newdi cao tudi: Licu thong thuong nhu ngudi tré tudi. C6 thé phai \diéu chinh lieu vi 4o
thanh thai than c6 thé giam bdn 1an so véi ngudi 16n binh thudng.
* Tré em dudi 18 tudi: Chua xéc dinh duge mirc dd an toan va hi¢u quajcua thudc nén khong
str dung cho nhitng bénh nhén nay.

* Bénh nhdn suy gan: Chong chi dinh

8. Khi nao khong nén ding thude nay?

- Suy gan ndng

- Man cim vdi tizanidin hodc véi bét cir thanh phan nao ctia thude.
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- Sir dung ddng thoi tizanidin voi céc chit tc ché manh CYP1A2 nhu ﬂuvoxamm hodc
ciprofloxacin.

9. Tac dung khong mong mubn (ADR):

- Thwong gap, ADR>1/100

Tiéu hoa: Kho miéng, dau bung, tiéu chay, kho tiéu. ]
Co-xuong: Nhuoe co, dau lung. ‘Q-;\' &\ HA T 5‘ \; ,»"'
Than kinh trung uong: Budn ng, ngli g, mét moi, chéng mat, tram camy o Iéng, 40, glac

Tim mach: Cham nhip tim va nhip tim nhanh, ting huyét ap tro lai khi nglﬁg‘ﬂiuéc.

Da: Phat ban, d6 md hdi, loét da.

Khac: Sot, mét moi.

- It gdp, 1/1000 <ADR<1/100

Tim mach: Gian mach, ha huyet ap thé dimg, ngét, dau nira dau, loan nhip tim.

Tiéu hoa: Kho nudt, s6i mat, ddy hoi, chdy mau tiéu hod, viém gan, di ngoai phén den.

Méu: Tu mau, tang cholesterol méu, thiéu mau, ting lipid mau, giam hodc téng bach cau.
Chuyén hoa: Phi, giam hoat dong cla tuyén gidp, sut can.

Co - xuong: Gay xuong bénh ly, viém khop.

Thén kinh trung wong: Run, dé xuc dong, co gidt, liét, rdi loan tu duy, hoa mit, mong mi, réi
loan nhén céch, dau nira dau, chodng vang, viém déy than kinh ngoai vi.

H6 hép: Viém xoang, viém phé quan.

Da: Ngtra, kho da, noi myn, rung toc, may day.

Giac quan: Pau tai, U tai, diéc, ting nhan ap, dau mit, viém day than kinh thi gidc, viém tai
gitra.

Tiét niéu: Viém cap dudng tiét niéu, viém bang quang.

Khéc: Phan tmg di ing, kho @, 4p xe, dau co, nhidm khuén, viém mé té bao, rong kinh.

- Hiém gdp, ADR<1/1000

Tim mach: Dau thit nguc, rdi loan mach vanh, suy tim, nhdi méu co tim, viém tinh mach, tic
mach phdi, ngoai tim thu that nhip tim nhanh.

Tiéu hod: Budn nén, non, rdi loan tiéu hoa, viém da day- rudt, ndn ra mau, u gan, tic rudt, ton
thuong gan.

Mau: Ban xudt huyét, ting tidu cau, giam tidu cau.

Chuyén hod: Suy v6 thugng than, ting glucose huyét, giam kali h et giam natri huyét, giam
protein huyét.

Than kinh trung vong: Miét tri nhd, liét nira ngudi, bénh than\kinh.

Réi loan tam than: Ao gidc, mét ngt, rbi loan giac ngu.

Ho hip: Hen.

Co - xwong: Yéu co.

Gan mat: Ting transaminase huyét thanh, viém gan, suy gan.

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

Giac quan: Viém mong mat, viém gidc mac.

Tiét niéu: Albumin m¢u glucose niéu, déi ra méu.

Khac: Ung thu, di tat bAm sinh, c6 y dinh tu tir.

- Tan sb 50 chuwa biét:

Heé théng mién dich: Phan ung qua man.

Réi loan tdm than: Lo 4u, 14 1an.

Than kinh trung wong: Nhirc dAu, mét diéu hoa, loan ngén.

Mit: Réi loan thi luc.

Tim mach: Kéo dai khoang QT.

Tiéu hoa: Pau bung, non.

- Huéng dan céch xir tri ADR:
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Dé han ché tc‘)i‘ da tac dyng khong mong muén coa thude nhu budn ngi, mét moi, chong mét,
kh6 miéng, budn nén, roi loan tiéu hoa va ha huyét ap, cin khoi ddu véi lidu thap sau do ting
dén dén liéu ¢6 hi¢u qua diéu tri ma ngudi dung con dung nap thude. it khi phai ngime thudc.
Ao gidc tu hét, khong c6 biéu hién cla bénh tdm than va thuong Xay ra khiﬁ:dﬁﬁgﬁﬁﬁﬁ théi vai
céc thube chéng trdm cam. /o/ GONG TY Y
Transaminase ting nhét thoi, khi ngimg thubc sé trd lai binh thuomg, - { g T })
A A . A , 3 A 2 A .a Ui PHAaN
Yéu co ddi khi duge thong bao nhung thudng thude khong gy giam truong lyc co.. =~/ /
Cén giam liéu tir tir d€ trénh ting huyét 4p va nhip tim nhanh tré lai. Ay 4
Cin theo dGi chit ché biéu hién trén huyét p trude khi ting liéu dé tranh nguy ¢o hahuyét ap.
Than trong khi thay déi tu thé dot ngdt tir nam hodc ngdi sang tu thé dimg thing.
Poi voi ngudi suy thén, can theo ddi chit ché tac dung khong mong mudn dé tranh nguy co
qua liéu va can theo doi chirc ning thdn cta ngudi dung thudc.
10. Nén tranh dung nhirng thudc hodc thue pham gi khi dang sir dung thube nay?
- Cac thude gy ha huyét ap: Tizanidin ciing lam ha huyét ap vi vy can thédn trong khi dung
dong thoi véi cac thude gdy ha huyét ap, ké ca thude loi tiéu. Ciing phai thén trong khi dung
tizanidin cing voi thudc tre ché beta—adrenergic va digoxin vi nguy co ha huyét 4p va chdm
nhip tim. ‘
- Cac thuéc e ché CYP: Ting nong do tizanidin trong huyét twong. Tang AUC 33 lan va 10
lan khi sir dung tizanidin véi fluvoxamin, ciprofloxacin. Khi dung dong thoi ting tac dung ha
huyét ap, budn ngu, chong mat, thay d6i tm than van dong.
- Khéng nén phdi hop tizanidin v6i thubc chéng loan nhip tim (amiodaron, mexiletin,
propafenon), cimetidin, mot sé fluoroquinolon, rofecoxid, ticlopidin.
- Thudc tranh thai dang ubng lam giam do thanh thai cua tizanidin khoang 50% nén lam téng
tac dung khong mong muén cua tizanidin. )
- Rugu lam ting dién tich dudi duong cong nong do - thoi gian (AUC) cua tizanidin khoang
20%, tang nong do dinh khoang 15% do d6 lam ting tac dung khong mong muodn cua
tizanidin. Tizanidin va rugu hiép dﬁ‘mg tac dung e ché than kinh trung uvong.

------

- Phenytoin: Tizanidin lam ting nong do phenytoin huyét thanh. Khi dung dong thoi hai thube
ndy, nén theo doi nbng dd phenytoin dé diéu chinh !iéu thube néu can.

- Acetaminophen: Tizanidin kéo dai thoi gian dat nong do dinh cua acetaminophen.

11.Cén lam gi khi mjt lin quén khong ding thube? ' i
Ubng lidu da quén ngay khi ban nhé ra. Néu dén thoi gian ubng lidu tiép theo thi bo qua licu da
quén. Khong nén dung lidu gép doi dé bu vao lidu da quén.

12.Can bio quin thudc nay nhu thé nao?

Pé xa tam tay cta tré em. Bdo quan thube & noi kho, nhiét do dudi 30°C.

13. Nhitng déu hi¢u va triéu ching khi ding thube qua liéu?

Vai ca dugce bao cdo, hoi phuc hoan toan ké ca trudmg hop bénh nhan uéng 400mg. Céc triéu
chimg: Budn non, non, ha huyét ap, chim nhip tim, chong mat, bdn chdn lo lang, budn ngy, co
dé‘mg tir, suy ho ha‘ip, hon mé.

14, Chn phai 1am gi khi diing thudc qué liéu khuyén cdo?

Cén dén co s& y té dé co cac bién phap thich hop nhu ria rudt, sau do6 dung th
tang bai niéu; trg hd hap va tim mach. Chua c6 thudc giai doc dic hiéu.

15. Nhitng diu cin thin trong khi diing thude nay?

- Trén hé tim mach va huyét ap: Thubc 1am kéo dai khoang QT, gdy chdm nhip tim. Ciing nhu
cac thude cha vén alpha 2-adrenergic, tizanidin ¢ thé gay ha huyét ap. Tac dung ha huyét ap

phu thuge vao liéu va xuét hién sau khi dung don liéu > 2mg. Khi thay dbi tu thé dot ngdt co

thé ting nguy co ha huyét ap thé dimg. Thén trong khi str dung thube cho ngudi bénh bi rdi
loan tim mach, bénh dong mach vanh,

at tinh va
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- Tizanidin ¢0 thé gy t6n thuong gan nén cin hét sirc than trong ddi véi ngudi suy giam chire
nang gan. Cén theo d&i aminotransferase huyét thanh trong sdu théng du dung thude (vao thoi
diém thang thir 1,3 va 6) va sau do theo ddi dinh ky phu thudc va tinh trang 1am sang.

- Khi nglrg thude dot ngOt & bénh nhén sir dung lidu cao va kéo dai hodc dung cung voi thube
ha huyét p c6 thé gay ting huyét ap, nhip tim nhanh.

- Tizanidin c6 thé gay &o gidc & mot s6 nguoi ding thude.

- Trén mit; DP6i voi dong vat thi nghié¢m, thudc gdy thodi hod vong mac va duc giac mac. Tuy
nhién, chura c6 béo cac vé tac dung ndy trong cdc nghién clru 1dm sang.

- Trén ngudi suy than: Sir dung thubc than trong déi véi ngudi suy thén co do thanh thai
creatinin <25 ml/phut bai vi do thanh thai cia thude giam hon 50% trén céc d6i trong nay.

- Ngudi cao tudi: Chi sir dung tizanidin khi da cén nhéc ky loi ich cao hon nguy co bgi vi trén
ngudi cao tudi do thanh thai than c6 thé giam bon lan.

- Tré em: Kinh nghiém st dung tizanidin dbi v6i tré em dudi 18 tudi con rat han ché. Vi vy
khong nén dung thue cho tré em duéi 18 tudi.

- Do trong thanh ph?m ctia thude ¢6 lactose nén khong dung cho ngudi bi galactose huyét bam
sinh, hoi chirng kém hép thu glucose va/hoidc glactose hodc thiéu lactase (cac bénh vé chuyén
hoa hiém gip).

- Thei ky mang thai:

Tizanidin chua dugc nghién ciru trén ngudi mang thai. Chi nén dung thudc cho ngudi mang
thai khi that cin thiét.

- Thoi ky cho con bii:

O dong vat, mot lugng nho duge bai tiét vao sira. Chua xac dinh dugc tizanidin ¢ qua stra me
hay khong. Tizanidin tan dugc trong lipid vi vay ¢6 kha niing thude vao dugc sira me, chi ding
thudc cho ngudi cho con b khi da cén nhiic k¥ loi ich cao hon nguy co rui ro.

- Tdc dpng ciia thube khi ldi xe hogdc vin hanh mdy moc: Tizanidin ¢6 tac dyng an than, c6
thé gay budn ngi, ha huyét ap nén cAn than trong doi véi ngudi can su tinh tdo nﬁ\‘r’la‘_r-jxe,xan

hanh may méc. ' S oONG TY X3 \\

16. Khi nao cin tham van bac sy, duge si? 120 coenin  \2\

Khi cin thém thong tin vé thude. Ll DUOC PHAM /; ]} -
Khi théy c6 nhimg tac dung khong mong mudn gap phai khi sir dung thube.\ = 1A TRy /o/

Khi dung thudc ma thay triéu chimg ctia bénh khong thuyén giam. N e

17. Han dung cua thudc: 24 thang ké tir ngdy san xuit. Khéng dwge dung thube-da qua
han dung.

% Lyru y: Khi théy vién thubc bi dm mée, nhan thude in 6 16 SX, HD md...hay c6 cdc biéu hién
nghi ngd khic phai dem thuée t6i hoi lai noi ban hoge noi san xuét theo dia chi trong don.

18. Tén, dia chi ciia co' s& sin xuat:

CONG TY CO PHAN DUQC PHAM HA TAY.

Té dén phé s6 4 - La Khé - Ha Dong - TP. Ha Noi M

S6 dién thoai: 04.33522203-04.33824685  S6 fax: 04.33522203 - 04.33829054

DUT

HATAPHAR

CONG TY CP DUGE PHAM HA TAY
19. Ngay xem xét sira doi, cip nhit lai ni dung hwéng dén sir dung thude:
Ngay thang nam

Biéu twgng:



nttps://vnras.com/drug/

1. Tén thuéc: COLTHIMUS
2. Thanh phén cdu tao ciia thude: Mdi vién nén chira:

Tizanidin hydroclorid
Tuong wng Tizanidin 4mg
Té duge vd - 1 vién 74

o A kA <0 ’
’ ¥G - 1V o
g o]

Ta dwoc gom: Microcrystalline cellulose (avicel 101), lactose, crospovidon, magnesi stearat,
povidon K30, bét talc.

3. Dang bao ché: Vién nén.

4. Céc dic tinh duwgc lyc hoc, dwge dong hoc:

4.1. Dugc lyc hoc: . )
Tizanidin 14 thube din co tac dong tai hé than kinh trung wong. Vi tri tac dung chu yéu tai tay
song, kich thich thu thé alpha 2 tai ving tién synape, tre ché phéng thich céc acid amin ¢6 vai

2

trd kich thich thu thé N-methyl-D-aspartat (NMDA). Ut ché dén truyén than kinh da tiép hop
tai tiy song, 1a dudng din truyén lam ting truong lyc co, do do thube c6 tac dung trc ché va
lam giam trueong luc co. Ngoai ra, tizanidin cling ¢6 tac dung giam dau trung wong vira phai.
Tizanidin hiru hiéu trong trudng hop co bi co thit gay dau cép tinh ciing nhu trén sy co cing
min tinh c¢6 ngudn gbe ndo va tay song. Tizanidin lam giam sy dé khang cdc dong tac thy
dong, 1am diu con co gidt va chimg git rung va cai thién cac dong tac chi dong cua co bip.
4.2. Dwgc dong hoc: _

Hap thu: Tizanidin hép thu nhanh, dat nong do dinh hép thu khoang 1 gio sau khi udng.

Phén bé: Khoing 30% lién két voi protein huyét tuong va dé dang qua hang rao méu ndo.
Chuyén héa: Tizanidin chuyén hoa chu yéu & gan. Trong nghién ciru in vitro, tizanidin dugc
chuyén hoa chi yéu béi cytochrom P450 1A2.

Théi triv: Phin hoat chat khong bi bién dbi ciing nhu céc chét chuyén hoa duge dao thai phan
16n qua théan (khoang 70% lidu ding). Thoi gian béan thai cua tizanidin tr 2-4 gid.

D¢ tuyén tinh: Tizanidin c6 dugc dong hoc tuyén tinh trong pham vi lidu tir 4 mg dén 20 mg.

Bénh nhan suy than: (hé sb thanh thai creatinin <25 ml/phtt) h¢ s6 thanh thai tizanidin giam
trén 50% so v&i ngudi cao tudi khong suy thén, nong do trong huyét trong tang glp ddi so vai
ngudi binh thuong.

Gidi tinh: Duge dong hoc cta tizanidin khong bi anh hudng bai gidi tinh.

Thire én: Khong anh huong dén dugce dong hoc cua tinazidin.

5. Quy cach doéng géi: Hop 10 vi x 10 vién nén. Keém theo to hudng dan st dung thudc.

6. Chi dinh, cich diing - liu ding, chong chi dinh:

6.1. Chi dinh:

- Piéu tri triéu chimg co cimg co do bénh xo cimg rai rac hodc tbn thuong tuy séng.

- Pau do co co.

6.2. Cach dung - liéu ding:

- Cdch diing:

Thqéc ubng, c6 tdc dung tuong dbi ngin (hidu qua tdi da trong vong 2x3 gi¢ sau khi dung
thubc) nén phai udng nhiéu 1an trong ngay (3-4 lan/ngdy). Thoi gian va fan b cua liéu phu
thude vao nhu cau ciia ngudi bénh. Cén phai diéu chinh liéu tuy theo dap (g clia ngudi bénh.
Pép tmg diéu trj tdi wu thuong dat duge voi mot litu hing ngay tir 12myg dén 24mg, dung
trong 3 hoiic 4 liéu bang nhau, liéu duy nhit khong duge vuot qua 12mg. Tong liéu hang ngay
khong nén vuot qua 36mg.

Truong hop nging dic:":u trj & nhitng bénh nhan dugc dung liéu cao trong thdi gian dai, lidu
dung nén duoc giam dan.
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- Liéu dimg:

* N 16m va nguoi tie 18 tuéi ré lén:

- Qz‘éu trico cung co:

Licu khai dau thong thuong: 2mg/1 lidu don. Sau do, tuy theo dép Umg cua timg ngudi bénh,
Lidu c6 thé tang din méi lan 2mg, cich nhau it nhit 3-4 ngay/l1 lan tang, thudong téi
24mg/ngdy chia 1am 3-4 1an. Liéu t&i da khuyén céo la 36mg/ngdy.

I

. Dié:u tri dau do co co: Ubng 4 mg/ldn ngiy udng 1-3 lan.
* D61 véi ngudi suy than: C6 d§ thanh thi creatinin <25 ml/phut: Lidu khoi ddu 2mg/lan, ngay
1 lan sau d6 tang dan cho toi khi dat tic dung mong mudn. M&i lan ting khong qua 2mg. Nén
ting chdm licu 1 lan/ngdy trudc khi tang s0 lan trong ngay. Phai gidm sat chirc ndng than.

% Newdi cao tudi: Lidu thong thuong nhu ngudi tré tudi. CO thé phai diéu chinh lidu vi d
thanh thai than co thé' giam bdn ldn so voi ngudi 16n binh thuong. T

% Tyé em duedi 18 tudi: Chua xac dinh duge mire dd an toan va hi¢u quéi cha thud “ﬁé{l khong
sir dung cho nhirng bénh nhan nay. " CONG *?\(\

* Bénh nhan suy gan: Chéng chi dinh (= COPHAN )f‘;\

6.3. Chéng chi dinh: e\ DUIC PHAM  J )

- Suy gan ning X HA TAY /&y

- Mén cam vc'{i tizanidin hodc voi bét cir thanh phi‘m nao ctia thude. "'-::\.:\;;_ D

- Sir dung dong thoi tizanidin véi cac chat tc ché manh CYPIA2 nhu fluvoxamin hodc
ciprofloxacin.

7. Thén trong:

- Trén hé tim mach va huyét 4p: Thudc 1am kéo dai khoang QT, gy chdm nhip tim. Ciing nhu
cac thude chu van alpha 2-adrenergic, tizanidin ¢6 thé gay ha huyét ap. Tac dung ha huyét ap
phu thudc vao lidu va xuét hién sau khi dung don lidu > 2mg. Khi thay dbi tu thé dot ngdt b
thé ting nguy co ha huyét ap thé dimg. Théan trong khi sir dung thube cho ngudi bénh bi roi
loan tim mach, bénh dong mach vanh.

- Tizanidin ¢6 thé gdy ton thuong gan nén cin hét stre than trong ddi véi ngudi suy giam chirc
ning gan. Can theo doi aminotransferase huyét thanh trong sdu thing diu dung thude (vao thoi
diém thang thtr 1,3 va 6) va sau do theo dai dinh ky phu thudc va tinh trang lam sang.
- Khi nging thude dot ngdt & bénh nhén st dung liéu cao va kéo dai hodc dung cung v6i thube
ha huyét ap c6 thé gay ting huyét ap, nhip tim nhanh.

- Tizanidin c6 thé gdy 4o gidc & mot s6 nguoi dung thude.

- Trén mit: D6i voi dong vat thi nghiém, thudc gy thoai hoa vong mac va duc giac mac., Tuy
nhién, chua cé bao cac vé tac dung nay trong cdc nghién ctru 1am sang.

- Trén ngudi suy than: St dung thudc than trong dbi v6i nguoi suy than cd\dg thanh thai
creatinin <25 ml/phit bai vi d§ thanh thai cua thube giam hon 50% trén cdc dbi tuong nay.
- Ngudi cao tudi: Chi sir dung tizanidin khi da cén nhéc k¥ lgi ich cao hon nguy| co bdi vi trén
ngudi cao tudi do thanh thai than co thé giam bbn lan.

- Tré em: Kinh nghiém st dung tizanidin doi voi tre em dudi 18 tudi con rat han ché. Vi vay
khong nén dung thudc cho tré em dudi 18 tudi.

- Do trong thanh phén cuia thude ¢o lactose nén khong dung cho nguoi bi galactose huyét bam
sinh, hoi chirng kém hép thu glucose va/hodc glactose hodc thiéu lactase (cac bénh vé chuyén
héa hiém gap).

- Thoi ky mang thai:

Tizanidin chua dwgc nghién ctru trén ngudi mang thai. Chi nén dung thude cho ngudi mang
thai khi that can thiét.

- Thoi ky cho con bu:
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O dong vat, mot lugng nho dugce bai tiét vao sita. Chua xac dinh duoc tizanidin c6 qua sita me
hay khong. Tizanidin tan duoc trong lipid vi vy c6 kha néng thude vao duge sita me, chi dung
thudc cho ngudi cho con bu khi da can nhiic k§ loi ich cao hon nguy co rii ro.

- Tdc djng ciia thudc khi ldi xe hodc van hanh mdy mdc: Tizanidin c6 tac dung an than, c6
thé gdy budn ngu, ha huyét dp nén can than trong dbi véi nguoi can su tinh tdo nhu 1ai xe, van
hanh may maoc...

8. Twong tic cia thuéc,vé'i cac thude khac va cac loai twong tac khac:

- Céc thudc gy ha huyét ap: Tizanidin cling 1am ha huyét 4p vi vay can thén trong khi ding
dong thoi véi cac thudc géy ha huyét ap, ké ca thudc loi tiéu. Cling phai than trong khi dung
tizanidin ciing voi thudce (e ché beta—adrenergic va digoxin vi nguy co ha huyét dp va chdm
nhip tim.

- Céc thubc e ché CYP: Tang nong dé tizanidin trong huyét trong. Tang AUC 33 lan va 10
lAn khi sir dung tizanidin v6i fluvoxamin, ciprofloxacin. Khi dung dong thoi ting tac dung ha
huyét ap, budn ngti, chéng mt, thay dbi tAm than van dong.

- Khong nén phdi hop tizanidin véi thuéc chdng loan nhip tim (amiodaron, mexiletin,
propafenon), cimetidin, mot sb fluoroquinolon, rofecoxid, ticlopidin.

- Thube trénh thai dang udng lam gidm do thanh thai cia tizanidin khoang 50% nén lam ting
tac dung khong mong mudn cua tizanidin.

- Ruou lam ting dién tich dudi duong cong nong do - thoi gian (AUC) cta tizanidin khoang
20%, ting nong do dinh khoang 15% do d6 lam ting tdc dung khéng mong muodn cua
tizanidin. Tizanidin va rugu hiép dong tic dung {rc ché than kinh trung vong.

- Phenytoin: Tizanidin lam tang nong do phenytoin huyét thanh. Khi ding dongth,mha
nay, nén theo doi nong do phenytoin dé diéu chinh lidu thude néu can. 72 > L\
- Acetaminophen: Tizanidin kéo dai thoi gian dat ndng do dinh clia acetaminophen | ¥ \’\
9. TAc dung khéng mong mudn (ADR): | v I ) l]
- Thwong gdip, ADR>1/100 N el e
Tiéu hoa: Kho miéng, dau bung, tiéu chay, kho tiéu. L Wil 4
Co-xuong: Nhuge co, dau lung. =

Than kinh trung wong: Budn ngi, ngd ga, mét moi, chong mit, tram cam, lo
giac.

Tim mach: Chdm nhip tim va nhip tim nhanh, tang huyét ap tré lai khi ngimg thude.

Da: Phét ban, d6 md hoi, loét da.

Khéc: S6t, mét moi.

- It gdp, 1/1000 <ADR<1/100

Tim mach: Gi&n mach, ha huyét ap thé ding, ngét, dau nira dau, loan nhip tim.

Tiéu hoa: Khé nubt, séi mat, ddy hoi, chay méu tiéu hod, viém gan, di ngoai phan

Mau: Tu mau, ting cholesterol mau, thiéu mau, ting lipid méau, giam hodc tang ba h cau.
Chuyén hod: Phi, giam hoat dong clia tuyén giap, sut cn.

Co - xuong: Giy xuong bénh ly, viém khap.

Thén kinh trung wong: Run, dé xac dong, co giat, liét, rdi loan tu duy, hoa mit, mong mi, rdi
loan nhén céch, dau nira dau, chodng vang, viém day thin kinh ngoai vi.

Hé hip: Viém xoang, viém phé quan.

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

Gidc quan: Pau tai, u tai, diéc, tang nhan ap, dau mit, viém day than kinh thi giac, viém tai
gitra.

Tiét niéu: Viém cAp duong tiét niéu, viém bang quang.

Khac: Phan g di Gmg, kho &, ép xe, dau ¢b, nhiém khudn, viém mo té bao, rong kinh.

- Hiém gidp, ADR<1/1000

Tim mach: Pau thit nguc, roi loan mach vanh, suy tim, nhdi mau co tim, viém tinh mach, tic
mach phdi, ngoai tdm thu that, nhip tim nhanh.

i thudec

— -

ff;ng, di Ung, ao
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Tiéu hoa: Budn ndn, ndn, rdi loan tiéu hoa, viém da day- rudt, non ra mau, u gan, tic rudt, ton
thuong gan.

Mau: Ban xuét huyét, tang tiéu ciu, gidm tiéu cau.

Chuyén hod: Suy vo thuong thén, ting glucose huyét, giam kali huyét, giam natri huyét, giam
protein huyét.

Than kinh trung uong: Mit tri nhd, liét nira nguoi, bénh than kinh.
Réi loan tdm thin: Ao gidc, mét ngu, rdi loan gidc ngi.

Ho6 hip: Hen.

Co - xuong: Yéu co.

Gan mit: Tang transaminase huyét thanh, viém gan, suy gan. 2
Da: Tréc da, Herpes simplex, Herpes zoster, ung thu da. A N\
Gidc quan: Viém mdong mit, viém gidc mac. fogf “ONG TV e
Tiét niéu: Albumin niéu, glucose niéu, dai ra mau. [ 1 i =l
Khéc: Ung thu, di tat bim sinh, ¢6 ¥ dinh tu tir. X ak :
- Tén sé chuwea biét: \
He¢ théng mién dich: Phéan émg qué man s
R&i loan tdm than: Lo au, 1a lan.

Than kinh trung wong: Nhirc dau, mét diéu hoa, loan ngon.

Mit: Réi loan thi luc.

Tim mach: Kéo dai khoang QT

Tiéu héa: Pau bung, non.

- Huwong dan cdch xik tri ADR:

Dé han ché t6i da téc dung khéng mong mudn cuia thuoc nhu budn ngt, mét méi, chéng mit,
kho miéng, budn non, réi loan tiéu hod va ha huyét ép, cin khéi déu véi lidu thap sau d6 ting
din dén liéu co hiéu qua diéu tri ma ngudi ding con dung nap thudc. It khi phai ngung thube.
Ao gidc tu hét, khong co6 bidu hién ctia bénh tdm than va thuong xay ra khi ding dong thoi véi
cac thude chdng trdm cam.

Transaminase tang nhét thoi, khi ngimg thude s& trd lai binh thuong.

Yéu co doi khi dugce thong bdo nhung thuong thudc khong gy giam truong lye co.

Cén giam liéu tir tir dé tranh ting huyét 4 ap va nhip tim nhanh tro lai.

Cin theo d&i chit ché biéu hién trén huyét ép trude khi tang liéu dé tranh nguy co ha huyét 4p.
Than trong khi thay doi tur the dot ngot tur ndm hodic ngdi sang tu thé dimg thang

Déi voi ngudi suy than, can theo ddi chat ché tac dung khong mong mudn dé tranh nguy co
qué liéu va cn theo ddi chire ning thén cua ngudi ding thude.

10. Qui liéu va cach xir tri:

* Tri¢u chimg: Vai ca duge bdo cdo, ho6i phuc hoan toan ké ca truong hop bénh
400mg. Céc triéu ching: Budn non, ndn, mira, ha huyét ap, chdm nhip tim, chong mat, bon
chdn lo ldng, budn ngu, co dong tir, suy ho hép, hon mé.

* Xir tri: Rira rudt, sau do dung than hoat tinh va tang bai niéu; trg ho hdp va tim mach. Chua
c6 thude glal doc dﬁc higu.

11. Céc déu hiéu cin lvu y va khuyén cio: Khong ¢ béo cdo

12. Dleu kién bdao quéan, han ding cua thude:

12.1. Diéu kién bao quan: Noi kho, nhiét do dudi 30°C

12.2. Han dung ctia thude: 24 thang ké tir ngay san xudt. Khong dwge ding thudc da qua
han dung.

13. Tén, dia chi ciia co s&' san xuat:

CONG TY CO PHAN DUQC PHAM HA TAY.

T dén phd sb 4 - La Khé - Ha Dong - TP. Ha Noi

S6 dién thoai: 04.33522203-04.33824685 S6 fax: 04.33522203-04.33829054
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Biéu twgng:
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14. Ngay xem xét sira dbi, cap nhét lai n§i dung din sir dung thude:
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