Mau vi: Praxinstad 400 https://vnras.com/drug/
Kich thudc: 80x115 mm

’raxinstad 400 Praxinstad 400 Praxinsta

Moxiiloxacin (HCI) 400 mg Moxifloxacin (HCH 400 mg Moxifloxacin (HCI)
e —

STADA-VN LV. Co, id.  STADA  €TY INHH LD STADA-VIET NAM  STADA STADA-WN V. Ca,, Lt

)0 Praxinstad 400 Praxinstad 400 Pram

Moxifloxacin (HCI) 400 mg Moxifloxacin (HCT) 400 mg M(m i@
oo %

STADA STADA-VN V. Co., Lid STADA  CTY TNHH LD STADAVIET NAM  STADA STADZ 3

d 400 Praxinstad 400 Praxinstad 400 | b

400 mg Moxifloxacin (HCI) 400 mg Moxifloxacin (HCI) 400 mg B() Y ’TE

— —

L STADA STADAWN | V. Co, lid.  STADA  CTY INHH LD STADAVIETNAM — STADA CLC QLA’\' LY DU()(?
wstad 400 Praxinstad 400 Praxinstad 400 | pAi pHE DUYET

\cin (HCD 400 mg Moxitloxac g 1' non Moxifloxacin (HCI) 400 mg
Lan dau:4%/ 6 LIO

499/ 140 B

ADAMIET NAM STADA STADA- W TNHH LD STADA-VIET NAM  STA

Mau hop: Praxinstad 400
Kich thudc: 84x121x19 mm
Ti 1é: 89%

X THUGC BAN THEO BON H{p 1 vi x 5 vién nén bao phim

Praxinstad 400

Moxifloxacin (HCI) 400 mg

CTY TNHH LD STADA-VIET NAM %
40 Dai 10 Ty Do, KON Vit Nam-Singapare, STADA 8 %
Thudn An, Tinh Binh Dwing, Viét Nam Rz =

P & t d 400 1:..? ,u.. MV VI i D sty ¢ |-|.:m ‘ :a..:..‘ Trang bao y‘,: ‘».,. ek ke
-4 orn e my g ) Mg quid

3 raxinsta g Ak ng miftonacin hychubord lb’lm,,l Tibu chubn dp dong: 1UNSY

- i duge Wi pE XA TAM TAY TRE EM

= mq«u u buu;f»«rﬂa-l- vh e DOC KT HUANG DAN SU DUNG
=z th tin bhac: TRUGC KHI DUNG

SOK - Reg. No.: Xin doc tromy 4 hudng (tn «) ding

KT. TONG GIAM POC

é /\ , e
X PRESCRIPTION DRUG 5 film-coated tablets o A AM DOC’“OL

/ ? cONG TY

2 [ mick wwiEw wiu

Praxinstad 400

Moxifloxacin (HCI) 400 mg DS. Q@W %ly

R

w00 (1) ulexopixon

00¥% peisuixed |

Vavis

STADA-WN V. Ca, Ud
0 Tu Do Avenue, Vidnam-Siogspore inchstriad
Pk, Thean An, Binh Duong Provinee, Vienam

S1a|(el parecd-wyi g /lulqﬂ OP( UL UPIA §

-5 (“,Imknlm-mln!lm\ﬂ e e
< Praxinstad 400 samn il
= W moniikancin Irydroehloride & 16 4§ i
3_ l-‘:.l-n. Adimenints ats l.-u-lu.-: IU\D THE PACKAGE INSERT
<

CAREFULLY BEFORE USE
Barcode -““" Loy



o —

Mau vi: Praxinstad 400 https://vnras.com/drug/

Kich thuéc: 80x115 mm

Jraxinstad 400 Praxinstad 400 Praxinsta

Moxifloxacin (HCI) 400 mg Moxifloxacin (HCI) 400 mg Moxifloxacin (HCH
—— —

STADAWN LV, Co, Lid.  STADA  CTY TNHH LD STADA-VIET NAM STADA  STADA-UN |.V. Co., Lt/

)0 Praxinstad 400 Praxinstad 400 Prayer

Moxifloxacin (HCl) 400 mg Moxifloxacin (HC!) 400 mg Moxi & <
e — %

—
STADA  STADAWN V. Co.ud. STADA  CTY TNHH LD STADA-VIET NAM ~ STADA  STADZ 4

d 400 Praxinstad 400 Praxinstad 400 | 4

400 mg Moxifloxacin (HCl) 400 mg Moxifloxacin (HCI) 400 mg
e e

TNAM STAD“\ STADAWN LV, Co, lid.  STADA  CTY INHH LD STADA-VIET NAM ~ STADA

istad 400 Praxinstad 400 Praxinstad 400

icin (HCI) 400 mg Moxifloxacin (HCI) 400 g Moxifloxacin (HCI) 400 mg

ADA-VIET NAM STADA STADA-WN |V, (67 1 NI HE LD STADA \1[1 NAM ,S?,T
e‘.

O/ CONG TY \?
O ( rnich WEM K HAN

w

Mau hop: Praxinstad 400
Kich thudc: 84x121x22 mm
Ti lé: 87%

2

of

X THUGC BAN THEO BON H{p 2 vi x 5 vién nén bao phim

Praxinstad 400

Moxifloxacin (HCI) 400 mg

U DOF (1DH) UDEXOUIXON

00% peisuixed

stajgel pateoo-wiiy 01 / wiyd 0Rg uau ugia o1

Vavis

XN 1%

z

CTY TNHH LD STADA-VIET NAM
40 Bai 19 Ty Do, KON Vgt Nam-Singapore,
Thuidn An, Tinh Binh Dudng, Viét Nam

Praxinstad 400

SOK - Reg. No.:

X PRESCRIPTION DRUG

STADAWN LV, Co, Lid.
40 Tu Do Averes, Vietram-Singapane indusiral
Park, Thuan An, Binh Dyong Provinon, Vidnam

Praxinstad 400

Praxinstac

Moxifloxacin (HCI) 400 mg

Think phénc MA yvién wén s phim claika

Chl djoh, Cach domg, (hdag chi djnh vi che

Ihing tin Khdc:
X doc trony; 6 b i i dhang

10 film-coated tablets

Coampenithan £ uch thn coled fablet comtine Sl o a wadl «

400

e

STADA

Wan quin: Trong bao bi ki, nes kha

o Nislet dé kg qud 307

ks i Inyedrot foekd 4 3 ‘»r Thow chuadn 2p digng: TONSX

o DF XA TAM TAY TRE M

TRUGC KHI DUNG

o wrme . WY
= * can hvehvoxchhaesde 4 1 4 g M kaes's s i ation

2 I \ Fhabler KEEP OUT OF REACH OF CHILOXEN
< Andications, Adminksiration, Contraindications  READ THE PACKAGE INSERT

Barcode

and othes precautions
Kowel e bealht e

CAREFULLY BEFORE (5E

DOC KXY HUONG DAN SUf DUNG

=
7]

KT TONG GIAM DOC



https://vnras.com/drug/

Praxinstad 400

THANH PHAN
M&i vién nén bao phim chira;
MOXIfIOXBCIN ... oo 400,0 MQ
(Dwéi dang Moxifloxacin hydroclorid)
Taduocviradi...... 1 vién

(Lactose monohydrat, microcrystallin cellulose, magnesi stearat, croscarmeliose
onatri. hypromeliose, macrogol 6000, titan dioxyd, oxyd sit ad)

MO TA
Vién nén dai, bao phim mau nau 46, hai mat khum, mét mat khac *“STADA", mét
mét khic vach.

puQcCLyC
Moxifloxacin & mét khang sinh téng hop nhém uinolon, Gidng nhu céc
fluoroquinolon khac, moxifioxacin ¢6 tac dung diét v&i ca vi khudn Gram
duong va Gram am béng cach (rc ché topoisomerase Il (AND gyrase) va/hodc
topoisomerase IV, Topoisomerase la nhirng enzym can thiét cho s sao chép,
phién ma va tu sira AND vi khu&n. Nhan 1,8-napthyridin ctia moxifloxacin cé cac
nhém thé 8-methoxy va 7-diazabicyclononyl lam tang tic dung khang sinh va
gidm s chon loc cac thé ddt bién khang thude cda vi khudn Gram dwong.

DUQC BONG HOC
Moxifloxacin duoc hép thu nhanh qua dudng tiéu héa khi ding dang uéng. Sinh
kha dung tuyét 86i khodng 90%. Thirc &n khéng anh hudng ¢én hép thu thube, vi
véy c6 thé dung thubc ciing ho3c khong cling v&i bira &n. Véi lidu moxifloxacin
400 mg & ngudi 16n, ndng 84 moxifioxacin cao nhét trong huyét tuong la 4,5
meg/ml sau khi ubng 1 - 3 gi&. Khodng 50% moxifloxacin gén véi protein huyét
tuong. Thé tich phan bé dat tir 1,7 - 2,7 lit/kg.
Moxifloxacin duoc phan bd rdng khdp co thd, moxifloxacin da dwoc tim thiy
trong nuée bot, dich tiét & mdi, phé quan, niém mac xoang, dich trong nét phéng
& da, mé dudi da va co xuong sau khi ubng 400 mg, ndng dé trong mé thuéng
trdi hon c& ndng dé trong huyét trong.
Moxifloxacin duge chuyén héa qua duwong lién hop glucuronid va sulfat, khéng
chuyén héa qua hé cytochrom Puss Thubc co thoi gian ban thai khoadng
12 gid, vi vay dung thuéc 1 1an/ngay.

CHI DINH
Diéu tri nhidm khudn xoang cdp do cé4c vi khudn nhay cam: Streptococcus
pneumoniae, Haemophilus influenzae, Moraxella catarrhalis.
Dot cép cla viém phé quan man tinh gay ra béi Streptococcus pneumoniae,
H hil infl H.  Parainfi Klebsiell; P niae,
Staphylococcus aureus, Moraxella catarrhalis.
Viém phdi méc phai tai cdng ddng mirc dd nhe va vira do cac vi khudn
Streptococcus pneumoniae, H. influenzae, Chlamydia pneumoniae, Mycoplasma
p niae hodc M lla catarrhalis.
Nhidm khuan da va td chirc dudi da do Staphylococcus aureus va Streptococcus
pyogenes, Thubc ¢ hiéu qua trong didu tri cac bénh nhidm khuan da nhu ap xe
dudi da khdng bién chirng, nhot, chéc I& va viém mé té bao.

LIEU LUQNG VA CACH DUNG
Céch dang
Praxinstad 400 duoc dung béng dudng udng, cé thé ding trudc, trong hodc sau
bira an
Liéu dung

- Lidu thudng ding & ngudi Ién: 400 mg/ngay, ubng 1 IAn.
Théi gian didu tri 10 ngdy voi ngudi bénh nhidm khuan xoang cép, viem phdi
méc phai tai cong ddng mirc 80 nhe va vira; 7 ngay véi bénh nhan nhidm khudn
da va td chirc dudi da; 5 ngay véi ngudri bénh dot cdp cla viém phé quan man
tinh,

—  Lidu ding v&i ngudi bénh suy than va suy gan:
Khéng can thay ddi lidu v&i ngudi bénh suy than, suy gan nhe va vira va ngudi
cao tudi. Moxifloxacin chura dugc nghién ciru & ngudi suy than dang chay than
nhan tao hodc ngudi bj suy gan nang.

CHONG CHI BINH

- Ngudi cb tién sir qua min véi moxifloxacin, hodic cac quinolon khac, hodc cac thanh
phén cla thube.

- Khong st dyng cho tré em dudi 18 tudi do trén thue nghiém cho théy thube c6 thé
gay thoai hoa sun & khdp chiu trong luc,

- Ngudi cé tién sir khodng QT kéo dai va dang sl dung céc thude chéng loan nhip tim
nhém IA (quinidin, procainamid), nhom |Il {amiodaron, sotalol),

THAN TRONG

— Do moxifioxacin co thé gay ra khoadng QT kéo dai trén dién t&m @b, nén cin than
trong khi sir dung moxifioxacin cing véi mét sé thudc khac cb thé gay ra khodng
QT kéo dai nhw cisaprid, erythromycin, thuéc chéng trdm cam 3 véng, thuéc
chéng loan than. Ciing nén than trong khi sir dung moxifloxacin & ngudi bénh ¢
rbi loan nhip tim nhu nhip cham va thiéu mau co i

- Thén trong khi sir dung moxifloxagh

5 bénh Iy thin Kinh trung

gay con co giat,
0N /

TUONG TAC THUOC

— Mt sé thude 1am gidm hap thu moxifloxacin, vi vay phai ubng moxifloxacin xa véi
thoi didm ding cac thubc sau (it nhét trudc 4 gior hodc sau 8 gid): cac thube
khang acid, cac ché phdm cé chira sét, multivitamin c6 chira kém, sucrafat;
didanosin dang vién nhai duwoc ho#c hda tan cé dém hoac dang bdt pha véi
antacid danh cho tré em.

- Khi dung cung warfarin, moxifloxacin 1am tang tac dung chdng déng mau, thi
gian prothrombin kéo dai, tang chi sé chudn héa quéc té; vi vay phai theo dbi thdi
gian prothrombin va tinh trang ddng mau khi ding moxifloxacin ddng théi véi
warfarin.

- Céc thube ché;;f viém khong steroid khi dung cling moxifioxacin cé thé tang nguy
co kich thich than kinh trung wong va co giat.

-~ Céng hudng tac dung gay khoang QT kéo dai khi dung moxifloxacin véi cac
thuée 3:\1 cisaprid, erythromycin, thudc chéng trdm cam 3 véng, thuc chéng
loan than,

ANH HUONG TREN KHA NANG LAl XE VA VAN HANH MAY MOC
Chura cé nghién ciru vé dnh hudng cla moxifloxacin trén kha nang lai xe va van
hanh may moéc.  Tuy nhién, céc fluoroquinolon bao gbm c&
moxifloxacin co6 thé |am suy gidm khd nang lai xe hay van hanh ma
méc do nhimg tac dung phu trén than kinh (nhu chong mét) hodc bét tinh (ng&
di).

Bénh nhan cin biét cach phan Ong véi moxifloxacin  trudc  khi
14i xe hay van hanh may méc.

PHY N CO THAI VA CHO CON BU
Phu nir c6 thai
Vi nguy co anh huéng déi véi thai nhi rét 16m, do d6 khéng sir dung moxifoxacin
khi dang mang thai.

Phy ntr cho con bu

Thye nghiém trén chudt céng cho thdy moxifloxacin phan bd vao trong sira, do
@6 khdng dung moxifloxacin cho ngudi dang cho con bu vi thube ¢ gay tac
hai cho tré nhd. Trong nhirng trudmg hop can thit phai ding moxifloxacin, sau
Khtljédcﬂ can nhéc lgi ich - nguy co, thi cAn ngirng cho con by trong thdi gian dung
thubde,

TAC DUNG PHY
Thuong gdp

- Tiéu héa: ndn, tiéu chay,

- Thén kinh: chdng mat.

It g&p

~ Tiéu héa: dau bung, khd miéng, khé tiéu, réi loan vi giac nhe.

~ Théan kinh: dau dAu, co giat, trdm cam, 1t 13n, run rdy, mt ngl, bdn chdn, lo téng,
ngl ga.

- Da: nglra, ban do.

- Sinh héa: ting amylase, lactat dehydrogenase,

- Co xuong: dau khdp, dau co.

Hiém gap

~ Dién tam @b khodng QT kéo dai.

- Dt gan Achille va cac gan khac.

- Tiéu chay do C.difficile.

~ Thén kinh: &o giéc, rdi loan tAm nhin, suy nhuoc, c¢b ¥ nghi t sat.

QUA LIEU
Khi @& ubng qua lidu moxifloxacin, khong cé thubc dac hidu dé didu tri, chl 3
didu tri tridu chimg va didu tri hd tro: gay ndn va rira da day dé lam gidm hap thi
thudc, loi niéu dé tang thai thudc. Theo dbi dién tam dd it nhét trong vong 24 gip
vicod khodng QT kéo dai hoac loan nhip tim. BU du dich cho ngudi bénh

BAO QUAN : B3o quan trong bao bi kin, noi khd. Nhiét dd khéng qué 30°C.

HAN DUNG  : 24 thang ké tir ngay san xult.

DONG GOl : Vi 5vién. Hop 1 vi.

Vi 5 vién. Hop 2 vi.
TIEU CHUAN AP DUNG: Tiéu chuan nha san xuat.

THUOC NAY CHi DUNG THEO BON CUA BAC Si

Dé xa tam tay tré em
Khéng ding thubc qué thoi han st dung
Poc ky hwéng dén sir dung trwde khi dang
Néu cén thém théng tin, xin héi y kién béc si
Théng béo cho béc si nhirng téc dung khong mong mudn gap phai khi st dung thuéc

Ngay duyét ndi dung toa: 27/03/20..
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