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Praxinstad 400

THANH PHAN
M@i vién nén bao phim chira:
MOXIFIOXBCIN ... e 400,0 MG
(Dwéi dang Moxifloxacin hydroclorid)
Tadwoo vira Ao 1 vién

(Lactose monohydrat, microcrystallin cellulose, magnesi stearal, croscarmeliose
natri, hypromellose, macrogol 6000, titan dioxyd, oxyd sat dd)

MO TA
Vién nén dai, bao phim mau ndu d6, hai mat khum, mét mat khdc “STADA", mét
mét khéc vach.

DUQC LYC
Moxifloxacin 14 mét khéng sinh tdng hop nhém ﬂumiﬂolon. Gidng nhu céc
fluoroquinolon khéc, moxifloxacin c6 tac dung diét v&i ¢ vi khudn Gram
duwong va Gram &m bang céch (rc ché topoisomerase Il (AND gyrase) va/hodc
topoisomerase IV. Topoi ase |a nhirmg enzym can thiét cho sy sao chép,
phién ma va tu sira AND vi khu&in. Nhan 1,8-napthyridin ctia moxifloxacin cd céc
nhém thé 8-methoxy va 7-diazabicyclononyl lam tang tdc dung khang sinh va
giam sy chon loc céc thé dét bién khang thude cta vi khudn Gram duong.

DUQC BONG HOC
Moxifloxacin duec hép thu nhanh qua duéng tiéu héa khi dung dang uéng. Sinh
kha dung tuyét dbi khodng 80%. Thirc &n khéng dnh hudmg dén hép thu thubc, vi
vay c6 thé ding thubc cling ho3ic khéng cing v&i bira &n. Vi lidu moxifloxacin
400 mg & ngudi 1én, ndng b moxifioxacin cac nhét trong huyét tuong 1a 4,5
meg/mi sau khi ubng 1 - 3 gi¢. Khodng 50% moxifloxacin gén véi protein huyét
twong. Thé tich phén bd dat tir 1,7 - 2,7 litkg.
Moxifloxacin duec phan b rdng khép co thd, moxifloxacin da dwoc tim thiy
trong nuére bot, dich tiét & mai, phé quan, niém mac xoang, dich trong nét phéng
& da, md dudi da va co xwong sau khi udng 400 mg, ndng db trong md thuéng
tréi hon cé ndng @& trong huyét trong.
Moxifloxacin duere chuyén héa qua duwémg lién hop glucuronid va sulfat, khéng
chuyén héa qua hé cytochrom Pss. Thudc co théi gian ban thdi khoang
12 gidy, vi vay dung thubc 1 lan/ngay.

CHI BINH
Didu tri nhidm khudn xoang cép do céc vi khudn nhay cam: Streplococcus

i Mo ) s il

bvl cép cla viém phé quén man tinh gy ra béi Streptococcus pneumoniae,

Haemophilus  influenzae, H. Parainfluenzae, Klebsiella pneumoniae,

Staphyi aureus, M catarrhalis.

Viém phdi mic phdi tai cdng ddng mirc A& nhe v vira do cac vi khuln

Streptt uS p niae, H. infl . Chlamydia pneumoniae, Mycoplasma
pne iae hodc M lla catarrhalis.
Nhidm khuén da va td chirc dudi da do Staphylococcus aureus va Streptococcus
pyogenes, Thubc cé hiéu qud trong didu tri cac bénh nhidm khudn da nhur ap xe
dudi da khéng bién chimng, nhot, chéc I& va viém mé 1é bao.

LIEU LU'Q'NG VA CACH DUNG
Cdch dang
Praxinstad 400 dugc ding béng duwéng udng, o6 thé ding trurdre, trong hodic sau
blra an.
Liéu ding

- Lidu thirémg ding & nguii 16m: 400 mgingay, ubng 1 1an.
Théri gian diéu tri: 10 ngay véi ngudi bénh nhidm khuén xoang cép, viém phéi
méc phéi tai céng dbng mirc dd nhe va vira; 7 ngay v&i bénh nhan nhigm khudn
da va tb chirc dudi da; 5 ngay véi ngudi bénh dot cp cla viém phé quan man
tinh,

—  Lidu diing v&i ngudn bénh suy than va suy gan:
Khong can thay ddi lidu véi ngudi bénh suy than, suy gan nhe va vira va ngudi
cao tudi. Moxifloxacin chura dugre nghién clru & ngudi suy than dang chay than
nhan tao hodc ngudi bj suy gan nang.

CHONG CHI BINH

—  Ngui co tién st qua man véi moxifloxacin, hodc cac quinolon khac, hodc cac thanh
phan cla thube.

— Khéng sir dung cho tré em dudi 18 tudi do trén thue nghiém cho théy thubc co thé
gay thodi héa sun & khop chiu trong e,

- Ngui cé tién sir khodng QT kéo dai va dang sl dung céc thudc ching loan nhip tim
nhom IA (quinidin, procainamid), nhom Il (amiodaron, sotalol),

THAN TRONG

- Do moxifioxacin cb thé gay ra khodng QT kéo dai trén dién tam dd, nén cén than
trong khi sir dung moxifloxacin cling véi mét sé thudc khéc cb thé gay ra khodng
QT kéo dai nhu cisaprid, erythromycin, thudc chéng trdm cadm 3 véng, thudc
chéng loan than. Cang nén than trong khi str dung moxifloxacin & ngudi bénh cd
rbi loan nhip tim nhu nhip cham va thiéu mau co ti

5 bénh Iy than kinh trung

TUONG TAC THUOC

~ Mt sb thube lam gidm hép thy moxifloxacin, vi vy phai ubng moxifloxacin xa véi
theri d@idm ding cac thubc sau (it nhat truede 4 gie hodic sau 8 gid): cac thube
khang acid, cac ché phdm cé chira s&t, multivitamin cé chira kém, sucrafat:
didanosin dang vién nhai duoc hodc héa tan co dém ho#c dang bdt pha véi
antacid danh cho tré em.

~ Khi ding cing warfarin, moxifloxacin lam téng téc dung chdng déng mau, théi
gian prothrombin kéo dai, t&ng chi sé chudn hoa qudc té; vi vay phai theo dbi thai
gian prothrombin va tinh trang déng mau khi dung moxifioxacin déng thén véi
warfarin.

- Céc thude viém khéng stercid khi dung ciing moxifioxacin cé thé tang nguy
co kich thich than kinh trung wong va co giat.

- Céng hudng tac dung gay khodng QT kéo dai khi dung moxifloxacin véi céc
thubc ghu' cisaprid, erythromycin, thubc chéng trdm cam 3 véng, thudc chéng
loan than,

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura b nghién ciru vd dnh hudng cla moxifloxacin trén khd ning l&i xe va van
hanh may mée Tuy nhién, cdc fluoroquinclon bao gbm ca
moxifioxacin ¢ thé |am suy gidm khd néng l&i xe hay van hanh ma
mée do nhimg tac dung phy trén thin kinh (nhiwr chéng mét) hodc bét tinh tng&
di).

Bénh nhan cAn biét cach phdn Ong v&i  moxifloxacin  trudc  khi
I4i xe hay van hanh may méc.

PHY NI CO THAI VA CHO CON BU
Phy nir cé thai
Vi nguy co &nh hwdng dbi véi thai nhi rét Iém, do d6 khéng sir dung moxifoxacin
khi dang mang thai.

Phy nircho con bu

Thire nghiém trén chudt cdng cho thdy moxifloxacin phan bd véo trong sira, do
d6 khéing dung moxifloxacin cho ngudi dang cho con bu vi thude cé gay tac
hai cho tré nhé. Trong nhirng treémg hop can thidt phai ding moxifloxacin, sau
khi da can nhéc loi ich - nguy co, thi cn ngling cho con by trong théi gian ding

TAC DUNG PHY
Thudng gdp
- Tiéu hoa: nén, tiéu chay.
- Thén kinh: chéng méat.
It gép
— Tiéu héa: dau bung, khd miéng, khé tigu, réi loan vi gidc nhe.
—  Thén kinh: dau dAu, co giat, trdm cam, 14 1Bn, run riy, mét ngl, bdn chén, lo 14ng,
ngu ga.
- Da: nglra, ban do.
- Sinh hda: tang amylase, lactat dehydrogenase.
- Co xwong: dau khép, dau co.
Hidm gap
- Dién thm @& khodng QT kéo dai,
Birt gan Achille va cac gan khac.
~ Tiéu chay do C.difficile.
~ Thén kinh: &o gidc, rdi loan tAm nhin, suy nhuge, cé y nghi ty sat.
QUA LIEU
Khi d& ubng qua ligu moxifloxacin, khéng cé thudc dac hiéu dé didu trj, chﬁzéu
didu tri tridu chimg va didu tri hd tro: gay ndn va rira da day dé Iam gidm hap
thudc, loi nigu dé tang thai thubc. Theo dbi dién tam db it nhét trong vong 24
vl c6 thé khodng QT kéo dai hosc loan nhip tim, Bl dU dich cho nguéi bénh.
BAO QUAN : Bdo quén trong bao bi kin, nei khd. Nhiét d& khdng qué 30°C,
HAN DUNG  : 24 thang ké tir ngay san xuét.
DONG GOl : Vi 5vign. Hop 1 vi.
Vi 5 vién. Hop 2 vi.
TIEU CHUAN AP DUNG: Tiéu chudn nha san xut

THUOC NAY CHi DUNG THEO BON CUA BAC Si

Dé xa tdm tay tré em
Khéng ding thudc qué thi han st dung
Boc ki hwéng dén s dung trwde khi ding
Néu cén thém théng tin, xin héi y kién béc si
Thong béo cho béc si nhirng téc dung khéng mong mudn gép phai khi si dung thude
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