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Tizanidin.......c.... 4 mg
(dudi dang Tizanidin hydroclorid........ 4,58 mg)

Khuyén cdo:

© Thubc nay chi ding theo don thudc
o Doc k§ huéng dan sir dung trude khi ding
o Dé xa tAm tay tré em

o Théng bio ngay cho béc si hoiic dugc si nhitng tac dung khong mong mubn gip phai khi sir
dung thudc

1. THANH PHAN
MBbi vién nang cting chita:
TAFAII o.covusivsanimnioin siisasssvibssinasssississvsssiss G T
(duci dang Tizanidin hydt ‘oclorid....... 4,58 mg)
Ta duogce: Mannitol, Sillicon dioxid 200, Starch 1500, Avicel M102, Acid stearic vira du 1 vién
nang cing so 2.
2. DANG BAO CHI:
Vién nang cing sb 2, vé nang mau xanh — trdng, bén trong ¢6 chira bot thude mau tring dén tring
nga, khd toi, ddng nhit.
3. CHI PINH:
N!T — TIZANIDIN 4 duoc chi dinh & ngudi 16n dé diéu tri dau co, chimg co cimg co lién quan
dén da xo ciing, hodc do tén thuong tiy séng.
4. LIEU DUNG, CACH DUNG
% Liéu ding:

Ngwoi lom:

- Piéu tri co citng co: Liéu khéi diu duoc khuyén cdo 14 2 mg x 3 14n/ngdy. Sau do, tiy theo dap
(g ctia timg bénh nhan va theo su chi din ciia bac si lidu ding c6 thé ting din mdi 14n 2 mg,
khoang céch ctia mdi lan tang liéu cach nhau tir 1 — 4 ngay. Lidu dép tng c6 thé tir 12 mg — 24
mg. Nhung khong vuot qua 36 mg/ngay.

- Diéu tri dau do co co: 4 mg (1 vién) x 3 lAn/ngdy.

Nguwdi cao tudi: Dit lidu sir dung Tizanidin & ngudi cao tudi con han ché, cin can nhic gifta loi
ich va rui ro khi str dung vi do thanh thai thdn & ngudi cao tubi c6 thé giam 4 14n so v6i nguoi
tré. |
Suy thén: O bénh nhén suy than (d6 thanh thai creatinin < 25 mL/phut) nén bét diu véi 2 mg x [
1an/ngdy sau d6 ting dan 1én cho dén tac dung mong mudn. ’
Suy gan: Khong khuyén céo sir dung & bénh nhan suy gan ning. O bénh nhan suy gan trung binh
cln can nhéc giita loi ich va nguy co

Tré em: Chua x4c dinh mitc an toan va hiéu qua cta thudc.
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¢ Cach dung: Dung dudng uong, c6 thé uong ctung véi thirc dn hodc khong.

5. CHONG CHI PINH

- Qué mAn v6i Tizanidin hogc bét ki thanh phan nao cta thube

- Suy gan ndng

- St dung ddng thoi vé6i cac chét tre ché manh CYP1A2 nhu fluvoxamin hoiic ciprofloxacin.
6. CANH BAO, THAN TRONG KHI DUNG THUOC

% Ha huyét ap

Ha huyét 4p c6 thé xay ra khi diéu tri bang Tizanidin, c4c biéu hién nghiém trong ctia ha huyét 4p
nhu mét y thirc, suy giam tuan hoan.

% Nguy co ton thuong gan

Tizanidin ¢6 thé gy tn thuong t& bao gan nén cin hét sirc than trong dbi voi nguoi suy giam
chtrc ning gan. Can theo doi aminotransferase huyét thanh trong thoi gian d4u ding thude va 1
théng sau khi dat hiéu qua diéu tri t6i da hodc c6 ddu hidu nghi ngd ton thuong gan nhu budn nén,
chén @n hodc mét méi khéng rd nguyén nhan.

% O bénh nhan suy than

Nén thén trong khi dung Tizanidin cho bénh nhéin suy thén (d6 thanh thai < 25 mL/phut) bai vi
d6 thanh thai ctia thudc giam hon 50 % & nhing bénh nhén nay. Nhitng bénh nhan nay cén theo
ddi cht ché, theo dai lidu lwong khi dung thude.

< An than

Tizanidin c6 thé gdy an than. Theo doi nhiing bénh nhan ding Tizanidin dong thoi véi mot sb A
loai thudc trc ché than kinh trung wong khac, an than qua mirc ¢6 thé can tré hoat dong hing ngay. y‘ﬂi
cd

« Gay do giac |

C6 thé gly 4o gidc & mot sd ngudi ding thude. Can nhéc ngimg str dung Tizanidin néu nhimg -“9”5[‘
bénh nhén xuét hién a0 giéc. | vl f\[
e

< Céc chit trc ché manh CYP1A2 W]
Céc phan tmg c¢6 hai nhu ha huyét 4p, nhip tim chim, budn ngii qua mirc ¢6 thé xay ra khi ding ‘
Tizanidin véi cac chét trc ché CYP1A2 nhr zileuton, fluoroquinolone, thue chéng loan nhip nhu
amiodarone, mexiletine, propafenone. Nén tranh sir dung dong thoi

% Phan tmg qua min '!
Céc triéu chimg ton thuong dudng hd hip, ndi may day va phu mach & ¢b hong va ludi da duoc

bao cdo. Bénh nhan nén ngung sir dung thudc va thong béo ngay cho bac st néu ¢ cac ddu hiéu

nay xay ra.

% Ngung thubc dot ngot

Khi ngung thubc dot ngdt & bénh nhan sir dung liéu cao Tizanidin hay ding kéo dai hozic dung |
cung v6i thube ha huyét ap c6 thé gay ting huyét 4p, nhip tim nhanh. D& giam thiéu nguy co xay
ra dac biét véi nhitng bénh nhéan ding lidu cao (20 — 28 mg/ngdy) hodc nhitng bénh nhan str dung
ddng thoi v6i chét giy nghién nén giam lidu tir tir ( 2 — 4 mg/ngay)

¢ Tréem

Tinh an toan va hiéu qua & tré em chua dugce thiét 1ap.
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7. PHU NU CO THAI VA CHO CON BU:
Phu nit mang thai:

Khéng ¢6 dir liéu hoac dir liéu han ché vé viéc sir dung Tizanidin & phu nit mang thai. C4c nghién
ctru trén dong vat khong chi ra tac hai truc tiép hoiic gian tiép dbi voi doc tinh sinh san.

Nhu mét bién phap phong ngira, 6t nhét 1a tranh sir dung Tizanidin trong thoi ky mang thai.

Phu nit cho con bii:

Khong c6 dit liéu vé su hién dién cta Tizanidin trong sita me.
Céc nghién ctru & dong vat da béo cédo sy hién dién cua Tizanidin trong sita ctia dong vét cho bu.

Tizanidin khong nén sir dung trong thoi ky cho con bu

8. ANH HUONG PEN KHA NANG LAI XE VA SU DUNG MAY MOC:
Tizanidin c¢6 thé gdy budn ngi, nén han ché 1ai xe hodc sir dung may moc khi st dung thude.

9. TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

e Fluvoxamin va Ciprofloxacin

Str dyng dong thoi fluvoxamin va ciprofloxacin lam thay dbi duoc dong hoc cia Tizanidin din
dén giam huyét ap dang ké, ting budn ng va suy gidm tdm thn véan dong

e Céc chit irc ché CYP1A2 khac Fluvoxamin va Ciprofloxacin

Nén trénh sir dung ddng thoi Tizanidin véi céc chit nhur zileuton, fluoroquinolon, thudc chéng
loan nhip (aminodaron, mexiletin, propafenon va verapamil), cimetidin, famotinin, thudc tranh
thai dudng udng, acyclovir va ticlopidin. Néu that sy can thiét phai ding phéi hop, nén ding
Tizanidin véi liéu khéi ddu 1a 2 mg, tang liéu 2 — 4 mg hing ngay tiy thude vao dap timg ciia bénh
nhan. Néu xuét hién cac triéu chimg khong mong mudn nhu ha huyét 4p, nhip tim cham, hoic
budn ng qua mirc, giam liéu hodic ngung ding Tizanidin.

e Thudc tranh thai duong ubng

Dit liéu duge dong hoc sau khi ding Tizanidin lidu don va da liéu cho théy do thanh thai cua
Tizanidin giam khoang 50% & nhiing phu nit str dung dbng thoi cung thude tranh thai. Mic du
khéng c6 nghién ciru nao cy thé tién hanh dé diéu tra sy twong tac tiém 4n gitta Tizanidin va thube
tr4nh thai. Tuy nhién ciing nén luu y khi ké don Tizanidin cho bénh nhan dang sir dyng thudc
tranh thai.

e Rifampicin

Diing dbng thoi Tizanidin véi rifampicin cho két qua ndng do Tizanidin (AUC va ndng db dinh
trong huyét tuong) giam khoang 50%. Do d6 tac dung diéu tri ctia Tizanidin c6 thé giam trong
qué trinh diéu tri véi rifampicin. Nén tranh ding chung 1au dai va néu phai ding chung thi nén
cAn nhic lidu lugng, cAn than trong viéc diéu chinh liéu.

e Ruou

Ruou lam tang kha nang xay ra tac dung phu trén than kinh trung wong ctia Tizanidin.

o Khéi thude 14

Tiép xtic v6i céc hydrocacbon thom da vong ciia khoi thude 14 din dén cam ting CYP1A2. Trong
mot nghién ciru vé thanh nién sir dung thudc 14 trong khi dang diéu tri véi Tizanidin (> 10 diéu
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thuoc moi ngay) lam gidm khoang 30% Tizanidin. Diéu tri dai han véi Tizanidin & nhiing ngudi
nghién thuoc 14 ndng c6 thé yéu cau liéu cao hon.

e Céc thubc an thdn
Cén thén trong khi str dung Tizanidin vai céc thudc an than, bao gém thude ngu (benzodiazepin),
thudc khéang histamin (chlorphenamin) va baclofen diéu nay c6 thé ting cudng hoat déng an thin
cua Tizanidin.

10. TAC DUNG KHONG MONG MUON

TAn suét coa cac phan g c¢6 hai dugc bdo cdo véi Tizanidin duge tém tit trong bang sau theo
nhém co quan hé théng va theo tan suét:
- Rét phd bién: > 1/10
- Phé bién: > 1/100 dén < 1/10

- Khéng phd bién: >1/1.000 dén < 1/100

- Hiém: > 1/10.000 dén < 1/1.000
- Réthiém: < 1/10.000
- Khong biét: Khong thé uéc tinh.
Trong mdi nhém tan sut, cdc phan tng c6 hai duge trinh bay theo thir tr mtc do nghiém trong
giam dén.

H¢ co|Rat pho Khén ho

: 20 PO phd bidn Song PO Hikm Réthiém | Khong bibt
quan bien bién
Hé¢
théng Phan Ung qua
mién man
dich

5 Mat ngu, rdi piaoall Trang thai bdi
Ro6i loan & i Ao giac @ ,;_a &

" \ loan gidc 10l
tdm than ’

ngu

R4i loan | Budnngy, Co giat, chong
hé than chdng mit, rdi loan
kinh mat tiéu hoa
R6i loan ;

o M& mat
thi giac
Rbi loan Nhip  tim
tim chim
Rbi loan ‘

x Huyét  ap £
tuan hi Ngét
hoan P

R6i  loan
Rbi loan | tiéu hoa, % Dau bung, nén
T % Buon nén :
tiéu héa | kho mira
miéng
R6i loan Viém gan,
gan mat suy gan
Rdi loan
: Yéu co

co
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H¢ Rit phod | _ Kh h
€ oo 9 PA%) ppd bibn P8 PO Hidm Rithiém | Khong biét
quan bién bién
Xuong
va md
lién két
Da Ngtra, phat ban
Rbi i s Tang . Su?r Ilhll;()‘C, hfn
Mét méi | transaminase chimg 1€ thude
chung @ G
thude

(1) Khong c¢6 bang chimg vé su 4o gic 1a ludn x4y ra & bénh nhan ding thudc ddng thoi véi cac
thude chéng trdm cam.
(2) Tang transaminase huyét thanh gan, c¢6 thé hdi phuc khi ngung diéu tri.

11. QUA LIEU, CACH XU TRi

<+ Dau hi¢u:
Triéu chiing nhu budn ndn, ha huyét ap, kéo dai QT, chéng mat, budn ngu, mét 1a, suy ho hép, hén
mé
% Xirly:
Lap lai liéu cao than hoat tinh hodc rira da day, bénh nhén nén dugc cung C'c"ip da nude, ding thude
loi tiéu manh ciing lam tang thai trir Tizanidin. Nén 4p dung thém céc bién phap diéu tri triéu
chirng.

12. PAC TINH DUQC LUC HQC
Nhém dwore ly: Thude gidn co, tac dong trung wong.
Ma ATC: M03BX02.
Co ché tic dung:
Tizanidin 1a mgt cht chu véan thy thé o2-adrenergic téc dong & thin kinh trung wong
Tdc dung duwoe lyce:
Tizanidin 1a m6t thudc gifin co tc dong trung wong. Vi trf tac dong chinh cia thubce 13 tiy séng.
Giam co cling bing cach ting trc ché té bao thin kinh van dong truée synap.
Dc tinh dwoe dong hoc
Hip thu va phéin bd
Sau khi udng, Tizanidin vé co ban duge hip thu hoan toan. Sinh kha dung tuyét déi khi ubng cua
Tizanidin 13 khoang 40% (CV = 24%), do chuyén héa qua gan lan dau tién rong rai. Tizanidin
duoc phan bd rong rdi khip co thé véi trang thai n dinh trung binh thé tich thé tich phan bd 2,4
L/kg (CV = 21%) sau khi tiém tinh mach & ngudi tinh nguyén trudng thanh khoe manh Tizanidin
lién két véi protein huyét tuong khoang 30%.
Chuyén hoa
Khoéng 95% liéu diing duoc chuyén hoa. Isoenzyme cytochrome P450 lién quan dén chuyén héa
Tizanidin la CYP1A2.
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Thai trir
Céc chét chuyén héa duoge thai trir chi yéu qua dudng than (khoang 70% hr(::mg dung) ¢ dang
khong hoat dong. Su bai tiét cua than (dwgce xéac dinh bang ty 1¢ phan trdm xuat hién trong nuéc
tiéu ctia tong lwong phong xa duge sir dung) 1 khoang 53% sau 1 lidu duy nhit va 66% sau khi
ding liéu 4 mg ba lan mdi ngay. Céc thoi gian ban thai cia Tizanidin khoi huyét trong 14 2-4 gio.
Tuyén tinh
Tizanidin c6 duge dong hoc tuyén tinh trong pham vi liéu tir 1 dén 20 mg
13. POI TUQNG DAC BIET
o Tubi
Khong c¢6 nghién ciru duge dong hoc cu thé nao dugc thyuc hién dé diéu tra v& anh hudng cta tubi
tac. Nghién ctru chéo so sanh dif liéu dugc dong hoc sau khi dung liéu duy nhat 6 mg Tizanidin
cho thdy d6i twong tré dao thai thudc nhanh hon bbn 1an so véi dbi tuong cao tudi.
e Suy thén
O bénh nhén suy than né.flg (do t%lanh thai creatinin < 25mL/phut) ndng do trung binh tdi da trong
huyét twong dugce tim thiy cao gap doi so véi & nhitng ngudi tinh nguyén binh thuong. AUC ciing
tang 1én (trung binh khoang 6 1an) dan dén kéo dai thdi gian ban thai dén khoang 14 gio.
e Suy gan
Khéng ¢o6 nghif‘fn ciru cu thé nao duoc thyuc hién trén bénh nhan suy gan. Nhu Tizanidin duoc
chuyén hda nhiéu (:J' gan boi enzym CYP1A2, suy gan c6 thé lam giam thoi gian ban huy thudce.
Tizanidin dwoc chong chi dinh véi nhitng bénh nhén suy gan nang.
e Ngudi cao tudi
Dit liéu duoc dong hoc & nguoi cao tudi con han ché.
e Gidi tinh va chung toc
Gi6i tinh va chung toc khong anh hudng déng ké vé mit 1am sang dbi véi duge dong hoc cia
Tizanidin da dugc nghién ctru.
14. DU LIEU AN TOAN TIEN LAM SANG
Déc tinh cdp tinh
Tizanidin ¢6 doc tinh cdp thap. Cac dau hiéu ctia qua lidu dﬁ duoc nhin thiy sau lidu duy nhét >
40mg/kg & dong vat lién quan dén tac dung dugc ly cta thudc.

Ddéc tinh man tinh

Viéc kéo dai khoang QT va nhip tim chdm da dugce ghi nhédn trong cac nghién ciru dde tinh méan
tinh & ché véi lidu 1,0mg/kg/ngéy tr&s 1én. Tang nhe transaminase huyét thanh gan trong mét s6
truomg hgp nhiém djc & mire lieu cao hon.

Gay dot bién

Céc thir nghiém in vitro khéng tao ra bing chiimg giy dot bién cia Tizanidin.

Kha ning gdy ung thi

Khong c6 bing ching vé kha ning gy ung thur.

Déc tinh sinh san

Khong cé suy giz'fm kha niéng sinh san dugc quan sét thdy & chudt duc véi lidu 10mg/kg/ngdy va
& chudt cai véi lieu 3mg/kg/ngay.
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Kha nang giam sinh san & chudt duc véi lidu 30mg/kg/ngay c6 thé phuc hdi hoan toan sau 2 tudn
va & chudt cai 1a 10mg/kg/ngay. O nhitng lidu nay d4u hiéu an than dugc thay r6 rét 1a giam can
va mét diéu hoa van dong.
Su truyén Tizanidin va cac chat chuyén hoa ctia né vio sita cia cac loai gim nhim duogc biét 1a c6
thé xay ra.

15. QUY CACH PONG GOI:

Hop 3 vi Alu— Alu/ Alu - PVC x 10 vién nang cimg, kém 1 t& huéng dén sir dung

Hop 6 vi Alu— Alu/ Alu - PVC x 10 vién nang cimg, kém 1 t& huéng dén sir dung.

Hop 10 vi Alu— Alu/ Alu - PVC x 10 vién nang ciing, kém 1 t& huéng dén sir dung.

16. PIEU KIEN BAO QUAN, HAN DUNG & TIEU CHUAN THANH PHAM
Han ding: 36 thang ké tir ngdy san xuét
Diéu kién bao quan: Noi khé réo, tranh 4nh séng, nhiét d6 khong quéa 30°C
Tiéu chuén thanh phim: TCCS

17. TEN, PJIA CHI CUA CO SO NHA SAN XUAT, CO SO PANG KY
Co 56 sin xuit: CONG TY CO PHAN DUQC VA VAT TU Y TE BINH THUAN
192 Nguyén Hoi, Phuong Phu Trinh, TP. Phan Thiét, Tinh Binh Thuan
Co s¢ diing kj: CONG TY TNHH THUONG MAI DUQC PHAM MINH TiN
925 Lity Ban Bich, Phuong Tan Thanh, Quan Tan Phu, TP. Hd Chi Minh
Pién thoai: 028.22538181
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