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Mau vi: Zanastad
Kich thuéc: 42x108 mm
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Mau hop: Zanastad
Kich thudc: 48x117x21 mm
Ti lé: 100%
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5 K63/1 Nguyén Thi Séc, dp My Hoa 2, Ry
9 & Xa Xuan Théi Dong, Huyén Hée Mon, S'r Lt
/ g Tp. HCM, Viét Nam \ DS Nguyén NgOC Lleu
Thanh phin: Moi vién nén chia Tiéu chudn ap dyng:
& Z Tizanidin 2mg  Dugc dién My - USP 37
> t d (c6i dang tizanidin ‘hydroclorid) Df XA TAM TAY TRE EM
4 anas a T4 dugc vita dd Tvien  DOC KY HUONG DAN U DUNG
- Chi dinh, Cich ding, Chéng chi dinh va cic  TRUGC KHI DUNG
by théng tin khac:
a4 Xin doc trong 1 hudng ddn s dung.

Bio quin: Trong bao bl kin, noi kh

SDK - Reg. No.: Nhiét do khong qus 30°C

k PRESCRIPTION DRUG 3 blisters x 10 tablets

Zanastad

Tizanidine (as tizanidine hydrochlonde) 2mg

Manufactured by: ey g
STADA-VN J.V. Co., Ltd. o) e
K63/1 Nguyen Thi Soc St., My Hoa 2 Hamlet, ; i
Xuan Thoi Dong Village, Hoc Mon Dist., SrAm
HCM City, Vietnam i

Composition: Each tablet contains Specification: USP 37

S6 16 SX - Batch No. / NSX - Mfg. date / HD - Exp. date:

: anas tad Tizanidine 2mg  KEEP OUT OF REACH OF CHILDREN
L (as tizanidine hydrochloride) READ THE PACKAGE INSERT
Excipients g.s. Itablet  CAREFULLY BEFORE USE

s

and other precautions:
Read the package insert inside.

Barcode Store in a well-closed container, in a dry place.
Do not store above 30°C
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Kich thugc: 42x108 mm
~anastad ~anastad Za;
3
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Thanh phdn: Mdi vién nén chia:
? t d TZANRIN s ssnssssiisnismssssivmissamssssin 2 mg
L anas a (du6i dang tizanidin hydroclorid)
Taduge vifa dui.........oovveeeeeeeceenn 1 vién
& Chi dinh, Cach dung, Chéng chi dinh va cic
% théng tin khic: /
= Xin doc trong t& hudng dan st dung.
X Bao quan: Trong bao bi kin, noi kho. 7
w Nhiét do khong qud 30°C. 1
Tiéu chudn dp dung: Duoc dién My - USP 37
DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC
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Tizanidine (as tizanidine Indrochlande) 2mg 2
Manufactured by: ;
STADA-VN LV. Co., Ltd. E
K63/1 Ngyen Thi Soc St., My Hoa 2 Hamlet, %
Xuan Thoi Dong Village, Hoc Mon Dist., 2
HCM City, Vietnam \m’-‘
Composition: Each tablet contains:
, Q7211 LT RO —————— 2mg
‘ anas ta (as tizanidine hydrochloride)
EXCIPIONTS (5. v 1 tablet
- Indications, Administration, Contraindications
5 and other precautions:
= Read the package insert inside.
2 Store in a well-closed container, in a dry place.
o Do not store above 30°C.

Specification: USP 37

Ba rcode KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY
BEFORE USE
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Hop 1 chai x 100 vién nén
Ry mhudc ke pon

Zanastad

Tizanidin (dudi dang tizanidin
hydroclorid) 2 mg

Ds. Nguyén Ngoc Li€u

Kich thudc 37x120 mm
Thanh phin: MBivinnincht:

Tizanidin...... SO —— 2 mg
(duti dang tizanidin hydroclorid)

Ta duge vita di... S— ()
Chi dinh, Cich ding, Chéng chi dinh va cic
théng tin khac:

Xin doc trong 1@ hudng ddn st dyng,
Bio quan: Trong bao bi kin, nai kho
Nhiét o khong qui 30°C.

Thanh phan: Méi vién nén chia:
Tizanidin 2 mg

(duéi dang tizanidin hydroclorid)
Té dugc vita da
Chi dinh, Céch ding, Chdng chi dinh va cic
thong tin khac:

Xin doc trong 10 hudng dan st dung.

Bdo qudn: Trong bao bi kin, noi kho.

Nhiét dé khong qud 30°C.

Tiéu chudn &p dyng: Dugc dién My - USP 37
DE XA TAM TAY TRE EM

POC KY HUGNG DAN SU DUNG TRUGC
KHI DUNG

SDK - Reg. No.:

S3 16 SX - Batch No. / NSX - Mig. date / HD - Exp. date:

Nha sin xudt:
Cong ty TNHH LD STADA-VIET NAM
K63/1 Nguyén Thj Séc, dp My Hoa 2,
Xd Xuan Théi Déng, Huyén Héc Mén,
Tp. HCM, Viét Nam

48x72x48

Rx THUOC KE DON / PRESCRIPTION DRUG

Zanastad

Tizanidin (dudi dang tizanidin hydroclorid) 2 mg

100 vién nén / 100 tablets

Tizanidine ...

(as tizanidine hydrochloride)
Excipients q.s. ...

BEFORE USE

PB120615

Mau hop: Zanastad
kich thudc: 48x72x48 mm
Ti lé: 100%

Box of 1 bottle x 100 tablets

Rx PRESCRIPTION DRUG

Zanastad

Tizanidine (as tizanidine
hydrochloride) 2 mg

and other precautions:

Read the package insert inside.

Store in a well-closed container, in a dry place.
Do not store above 30°C.

Specification: USP 37

KEEP OUT OF REACH OF CHILDREN

READ THE PACKAGE INSERT CAREFULLY

56 16 SX - Batch No. / HD - Exp. date:

Composition: Each tablet contains:

Tizanidine 2mg
(as tizanidine hydrochloride)

EXCIPIONIS 5i cosimsisosssisusasisosssasnogpissie 1 tablet
Eoae g .
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and other precautions:

Read the package insert inside.

Store in a well-closed container, in a dry place.
Do not store above 30°C.

Specification: USP 37

KEEP OUT OF REACH OF CHILDREN

READ THE PACKAGE INSERT CAREFULLY
BEFORE USE

Barcode

Manufactured by:
STADA-VN J.V. Co., Ltd.
K63/1 Nguyen Thi Soc St., My Hoa 2 Hamlet,
Xuan Thoi Dong Village, Hoc Mon Dist.,
HCM City, Vietnam

PL120615



Zanastad

THANH PHAN
Mbi vién nén chira:

Tizanidin........cccoooiiiiiie e 2mg
(dwé&i dang tizanidin hydroclorid)
TATDWIC VI QU :viississsissvoisssinivessisiniossniasiiammes 1 vién

(Lactose monohydrat, microcrystallin cellulose, tinh bdt
_tién hd hoa, colloidal silica khan, acid stearic)
MO TA
Vién nén tron, mau trdng dén trdng nga, hai mat bang, mot
mét khac vach, mot mét tron.
DUQC LYC HQC
Tizanidin 1a chat chl van oz-adrenergic, tac dong vao hé
théng than kinh trung wong ving tly séng va trén tdy
séng. Thuéc lam gidm co cirng co bang cach tang trc ché
tién synap clia cac noron van dong tai thu thé oo-
adrenergic. Tizanidin tac dung chl yéu trén noron c6 nhiéu
synap. Két qua la lam gidm qua trinh kich thich cac noron
van dong trén tiy séng nén lam gidm co co va khong lam
yéu co quéa mirc. Thubc cé tac dung t6i da sau khi uéng
1,5 gior va hét tac dung sau khoang 3 - 6 gio.
DUQC BDONG HQC
Tizanidin hép thu tét qua dwéng ubng. Sau khi ding
khoang 1,5 gi&, thubc dat néng do dinh trong huyét twong
va c6 tac dung téi da, hét tac dung vao khoang 3 - 6 gio.
Do c6 chuyén héa bwéc ddu qua gan Ién nén sinh kha
dung qua dwdng ubng dat khoang 40%. Thirc &n khong
&nh hwédng dén mirc d§ hép thu nhwng &nh hudng dén téc
d6 hap thu nhw rat ngén thoi gian dat néng dd dinh khoang
40 phut va ting néng dé dinh trong huyét twong khodng
33%. Tizanidin lién két véi protein huyét twong thép,
khodng 30%. Khoang 95% liéu dung dwgc chuyén héa
qua gan. Thoi gian ban thai cla tizanidin 1a 2,5 gio, cla
chét chuyén héa khéng con hoat tinh khodng 20 - 40 gid.
Tizanidin thai tri¥ qua than 60%, qua phan 20%. O’ nguwdi
cao tudi dao thai gidam 4 1an so voi ngwdi tré. Néu kem
theo suy than (hé sb thanh thai creatinin < 25 ml/pht) hé
s6 thanh thai tizanidin gidm trén 50% so véi ngudi cao tudi
khéng suy than. Néu suy gan, néng do tizanidin trong
huyét twong tang.
CHI DINH
— Diéu trj triéu chirng co cirng co’ do bénh xo cleng rai rac
hoac tén thwong tly sbng.
— Co co hodc giat rung.
- BDaudococo. | .
LIEU LUQNG VA CACH DUNG
Cach dung
C6 thé ubng Zanastad trong bira &n hodc ngoai bira &n,
nhung khéng dwoc thay ddi cach uéng, chuyén tlr ubng
trong bi*a &n sang ngoai bi¥a &n cé thé thic day sém hoéc
lam cham thoi gian bat dau tac dung va lam xuét hién cac
tac dung khéng mong muédn.
Zanastad duwoc dung dwéong ubng, cé tac dung twong ddi
ngén nén phai uéng nhiéu lan trong ngay (3 - 4 lan/ngay)
phy thudc vao nhu cdu clia nguwdi bénh. Can phai diéu
chinh liéu tuy theo dap (ng cla bénh nhan. Khéng vuot
qua liéu cho tac dung diéu tri mong muén.

Liéu lwgng

- Nguodi lon:

+ Diéu t co cung co: Lidu khéi dau théng thuwong: Liéu
don 2 mg. Sau d6, tuy theo dée (rng clia tirng bénh
nhan, liéu cé thé ting dan mdi lan 2 mg, cach nhau it
nhat 3 - 4 ngay/1 lan tang, thwong téi 24 mg/ngay
chia lam 3 - 4 1an. Lidu khuyén cao téi da l1a 36
mg/ngay.

+ Diéu tj dau do co co: Ubng 2 - 4 mg/lan, ngay udng 3
lan.

- D6i v6i nguoi suy than (cd dd thanh thai creatinin < 25
ml/phut): Liéu khdi dau 2 mg/lan/ngay sau d6 tang dan
cho téi tdc dung mong muén. Méi lan tang khong dwoc
qua 2 mg. Nén tang cham liéu 1 lAn/ngay trwdc khi téng
s6 1an dung trong ngay. Phai giam sat chirc nang than.

- Nguoi cao tudi: Lidu théng thuwdng nhw ngudi tré tudi. Co
thé phai diéu chinh liéu vi do thanh thai than c6 thé giam
4 1&n so v&i nguoi tré.

— Tré em: Chwa xac dinh dwgc mirc dé an toan va hiéu

ua cua thuée.

CHONG CHI BINH

- Quéa man v6i bat ky thanh phan nao cla thubc.

- Dung ddng thei véi ciprofloxacin hodc fluvoxamin.

- Suy gan nang.

THAN TRONG

— Trén hé tim mach va huyét 4p: Thubc lam kéo dai khoang
QT, gay cham nhip tim. Ciing nhw cac thubc chl van oy-
adrenergic, tizanidin c6 thé gay ha huyét ap. T4c dung ha
huyét 4p phuy thudc vao liéu va xuét hién sau khi dung
don liéu = 2 mg. Khi thay dbi tw thé dot ngot co thé ting
nguy co ha huyét ap thé ding.

- Tizanidin c6 thé gay tén thwong gan nén can hét sirc
than trong dbi véi nguoi suy giém chirc néng gan. Can
theo déi aminotransferase huyét thanh trong 6 thang dau
dung thubc (vao thei diém thang th 1, 3 va 6) va sau do
theo ddi dinh ky phuy thudc vao tinh trang lam sang.

- Tizanidin c6 thé gay o giac trén mot sé nguwdi dung
thuéc.

— S dung thubc than trong dbi véi ngwoi suy than co do
thanh thai creatinin < 25 ml/phat béi vi @6 thanh thai cia
thuéc giam hon 50% trén cac dbi twong nay.

— Chi st dung tizanidin khi da can nhéc ky lgi ich cao hon
nguy co b&i vi trén nguwdi cao tudi thanh thai than cé thé
giam 4 lan.

- Kinh nghiém s dung tizanidin déi véi tré em dwéi 18 tudi
con rét han ché. Vi vay khong nén dung thubc cho tré
em.

- Khéng dwgc ngirng thubc dot ngdt, vi co nguy co tai phat
tang huyét ap, nhip tim nhanh va tang trwong lyc; phai
gidm dan lidu, dic biét & bénh nhan dung liéu cao trong
thoi gian kéo dai.

TUONG TAC THUOC

- C4c thubc gay ha huyét p: Tizanidin cling lam ha huyét
ap vi vay can than trong khi dung ddng thoi véi cac thubc
gay ha huyét ap, ké ca thubc lgi tiéu. Ciing phai than
trong khi dung tizanidin cung véi thubc tc ché p-
adrenergic va digoxin vi nguy co ha huyét ap va cham
nhip tim.
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Thubc tranh thai dang uéng: Lam gidm d6 thanh thai cia
tizapidin khodng 50% nén lam tang tac dung khéng mong
muon cua tizanidin.

- Ruwou: Lam téng dién tich dwéi dwong cong (AUC) cua
tizanidin khodng 20%, tang ndng dé dinh khoang 15% do
d6 lam tang tac dung khéng mong muén cla tizanidin.
Tizanidin va rwou co6 tac dung hiép déng trc ché than
kinh trung wong.

= Phenytoin: Tizanidin 1am tang ndng dd phenytoin huyét
thanh. Khi dung déng thoi hai thubc nay, nén theo dsi
néng dd phenytoin d& hiéu chinh liéu néu cin.

— Acetaminophen: Tizanidin kéo dai thoi gian dat ndng do
dinh clia acetaminophen 16 phit.

- Céc thubc kéo dai khoang QT c6 thé twong tac lam tang
ddc tinh cla tizanidin.

- Céc thubc c6 téc dong hodc bj chuydn héa bdi céc
enzym microsom ¢ gan: Lam gidm d4 thanh thai cla
tizanidin trong huyét twong khi dung ddng thoi voi cac
chét wc ché CYP1A2, bao gdm acyclovir, thudc chéng
loan nhijp (nhw amiodaron, mexiletin, propafenon,
verapamil), cimetidin, famotidin, fluvoxamin, cac thuéc
fluoroquinolon (nhw ciprofloxacin, ofloxacin, nofloxacin),
thubc ubng tranh thai, ticlopidin va zileuton

PHY N* CO THAI VA CHO CON BU
Phy ni cé thai
Tizanidin chwa dwgc nghién ciru trén phy niv c6 thai. Chi
nén dung thuéc trong thoi ky mang thai khi thyc sy can
thiét.

Phy n& cho con bud

Chua xac dinh dwoc tizanidin cé qua stra me hay khéng.
Tizanidin tan dwoc trong lipid vi vay c6 kha nang thuéc
qua dwec sia me. Chi dung thuéc cho phy ni dang cho
con bu khi d& can nhéc ky lgi ich cao hon nguy co ri ro.

ANH HUONG TREN KHA NANG LAl XE VA VAN HANH

MAY MOC
Tizanidin c6 tac dung an than, c6 thé gay budn ngd, cin
than trong d6i véi ngwdi can sy tinh tao nhw 14i xe va van

. hanh may méc.

TAC DUNG KHONG MONG MUON
Thwong gdp

- Tiéu héa: Khé miéng, dau bung, tiéu chay, kho tiéu.

- Co - xuong: Nhwoc co, dau lwng.

—  Thén kinh trung vong: Budn ngi, ngii ga, mét mai, chéng
mat, trdm cam, lo l&ng, dj cam, do giac.

- Da: Phéat ban, 4 md héi, loét da.

- Khéc: Sét.

It gép £ £ A

- Tim mach: Gian mach, ha huyét ap thé ding, ngét, dau
ntra dau, loan nhip tim.

- Tiéu héa: Khé nuét, séi mat, day hoi, chay mau tiéu héa,
viém gan, di ngoai phan den.

- Ma&u: Ty mau, tang cholesteron mau, thiéu mau, tang lipid
mau, gidm hoéc ting bach cau.

- Chuyén héa: Phu, gidm hoat dong clia tuyén giap, sut
can.

- Co - xuong: Gay xwong bénh ly, viém khép.

— Thén kinh trung wong: Run, d& xtc dong, co giat, liét, réi

loan tw duy, hoa mét, mdng mi, rdi loan nhan cach, dau

ntra dau, choang vang, viém day than kinh ngoai vi.

- Hb6 hép: Viém xoang, viém phé quan.

- Da: Ngtra, khé da, ndi myn, ryng toc, may day.

- Giac quan: Pau tai, U tai, diéc, ting nhan ap, viém két
mac, dau mat, viém day than kinh thj giac, viém tai gitra.

- Tiét nigu: Viem cAp dwong tiét niéu, viem bang quang,
rong kinh.

— Khéc: Phan (ng dj (rng, khé &, ap xe, dau cd, nhidm
khuén, viém mé té bao.

Hiém gip

— Tim mach: Pau thét ngwc, réi loan mach vanh, suy tim,
nhdi mau co tim, viém tinh mach, tdc mach phdi, ngoai
tam thu that, nhjp nhanh that.

- Tiéu héa: Viém da day - ruét, nén ra mau, u gan, tac ruét,
tén thwong gan.

- Maéu: Ban xuét huyét, tang tiéu cau, giam tiéu ciu.

— Chuyén héa: Suy vé thwong than, tang glucose huyét,
giam kali/natri huyét, gidm protein huyét, nhiém acid hé
hép.

- Thén kinh trung vong: M4t tri nhé, liét nira ngudi, bénh
than kinh.

— HO6 hép: Hen.

- Da: Tréc da, herpes simplex, herpes zoster, ung thw da.

- Giéc quan: Viém méng mét, viém giac mac.

~  Tiét niéu: Albumin niéu, glucose niéu, tiéu ra mau.

- Khéc: Ung thu, dj tat badm sinh, c6 y dinh tu tir.

QUA LIEU VA XU TRIi
Triéu ching
Qua liéu tizanidin c6 thé gay budn nén, nén, ha huyét ap,
hoa mét, co ddng tl, hén mé, va dac biét Ia biéu hién suy
hé hép.

X tri

Str dung cac bién phap diéu tri ngd déc chung dé thai trie
thuéc nhv riva da day, dt‘mg than hoat va thubc lgi tiéu
nhw furosemid, manitol. Dong thedi sk dung cac bién
phap hd tro hd hép, tim mach, can béng nwéc va dién
giai.

BAO QUAN: Trong bao bi kin, noi khd. Nhiét dé khéng qua

30°C.

HAN DUNG: 24 thang ké tir ngay san xuét.

PONG GOI : Vi 10 vién. Hop 3 vi.

Vi 10 vién. Hop 10 vi.
Chai 100 vién. Hop 1 chai.
TIEU CHUAN AP DUNG: Dugc dién My - USP 37.

THUOC NAY CHI DUNG THEO PON CUA BAC Si

Dé xa tam tay tré em
Khéng dung thuéc qua thoi han sie dung
Doc kj huéng dan st dung trwéce khi dung
Néu can thém théng tin, xin héi y kién béc si A\
Théng bao cho béc si nhirng tac dung khéng mong muér) !
gdp phai khi st dung thuéc /

A
(¢

Nha san xuét:
e Cdng ty TNHH LD STADA-VIET NAM
STAD A K63/1 Nguyén Thi Séc, &p My Hoa 2,
X& Xuén Thoi Bong, Huyén Hoc Mén, Tp. HCM, Viét Nam

DT (+84.8) 37181154-37182141 - Fax: (+84.8) 37182140
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