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VIGAMOX"

Moxifloxacin 0,5 %
Dung dich nhd mat vé triing

THUGC BAN THEO DON

THANH PHAN

Hoat chdt: Moxifloxacin 0,5% (duéi dang moxifloxacin
hydroclorid).

Td duge: Natri clorid, acid boric, acid hydrocloric va/hodc natri
hydroxyd (€€ diéu chinh pH) va nudc tinh khiét.

MO TA: Dung dich nho mat VIGAMOX* (dung dich nhd mét
moxifloxacin HCl) la dung dich nhé mét vo trung. Dung dich
nhé mat VIGAMOX la mét thusc nhd mét chéng nhiém khudn
nhém 8-methoxy fluoraquinolon.
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Tén héa hoc:
1-Cyclopropyl-6-fluoro-1,4-dihydro-8-methoxy-7-{(4a$,7aS)-
octahydro-6H-pyrrolol [3,4-blpyridin-6-yl]-4-oxo-3-quinolinecarboxylic
acid, monohydroclorid.

Moxifloxacin hydroclorid 13 bdt tinh thé mau vang nhat dén
mau vang. Méi ml dung dich nhé mét VIGAMOX chifa 5,45 mg
moxifloxacin hydroclorid tugng tng véi 5 mg moxifloxacin,

DANG BAO CHE

Dung dich nhé matvd trur:g

Dung dich vé triing, mau n%hci xanh, ddng truong véi dp
suat tham thiu khoang 290 mOsm/kg.

CACPACTINHDUQCLY
Egctinh dugc déng hoc

ng dd moxifloxacin cé trong huyét tuong dugce xac dinh &
ngudi nam vanit thanh khoé manh nhd dung dich nhd
mat VIGAMOX* & hai mat 3 ldn/ngay. Néng dé Cmax trung
binh & tinh trang bao hoa (2,7 ng/ml) va gia tri dién tich dudi
duding cong AUC hang ngéy (41,9 ng-gid/ml) duge ude tinh la
thap hon 1.600 va 1.200 lan Cmax trung binh va dién tich dudi
dudng cong AUC dugc bdo cdo sau khi didu tri biang
moxifloxacin 400 mg dudng udng. Thai gian bén thai trong
huyét tuong clia moxifloxacin khoang 13 gié.

Visinh hoc
Moxifloxacin 2 8- methoxy fluoroguinolon véi wvéng
diazabicylononyl gan tai vi tri C7. Tac dung khang khudn cua
moxifloxacin 13 do Uc ché men topoisomerase Il (DNA gyrase) va
men topoisomerase IV. DNA gyrase |a mét enzym cdn thiét tham
ia vao qué trinh tai tao, sao chép va chinh sa DNA vi khudn,
opoisomerase IV 13 mot enzym da biét ¢ vai trd quan trong
trong su phén chia cla chromosal DNA trong té bao vi khuan.
Co ché tic dung clia quinolon, ké ¢& moxifloxacin, cé khéc so véi
cac thude nhém macrolid, aminoglycesid hodc tetracyclin, Vi
vay, moxifloxacin c6 thé 6 hoat tinh chéng lai cdc mdm bénh dé
khang véi cac khéng sinh nhém macroli aminoggcosld hodc
tetracylin, va ngugc lai, cdc khdng sinh nay c6 thé cén hoat tinh
chéng lai cdc mdm bénh dé khdng véi moxifloxacin, Khéng ¢é sy
dé khdng chéo gilra moxifloxacin va cdc nhém khang sinh duge
dé cap trén day. Da thdy ¢6 sy dé khing chéo gilra moxifioxacin
dung duting toan than va mét sé quinolon khac.

Vi sinh vit Gram duong hi€u khi: Visinh vit Gram &m higu khi:
Arthobacter species Achromobacter xylosoxidans
Bacillus cereus Adinetobacter baumannii
Baciflus Acinetobacter calcoaceticus
Corynebacterium amycolatum Adinetobacter johnsonif
Corynebacterium accolens Acinetobacter junii
Corynebacterium bovis Acinetobacter iwoffi
Corynebacterium macginleyl Adinetobacter “Mumbalae”
Corynebacterium proginquum Acinetobacter schindleri
Corynebacterium pseudodiptheriticum Acinetobacter ursingii
Enterococcus faecalis Aeronomas caviae
Exiguobacterium species Chryseobacterium indologenes
Kocuria kristinae Chryseobacterium species
Kocuria lindaea Citrobacter freundii
Kocuria rhizophila Citrobacter koseri
Listeria monocytogenes Enterobacter aerogenes
Microbacterium otitidis Enterobacter cloacae
Microbacterium “harmanie® Enterobacter hormaechei
Staphylococcus sapropyticus Escherichia coli
Staphylococcus arlettae Kiebsiella oxytoca
Staphylococcus capitis Moraxella osloensis
Staphylococcus caprae Moraxella morganil
Staphylococcus cohnii Neisseria gonorrhoeae
Staphylococcus ludgunensis Pantoea agglomerans
- Staphylococcus pasteuri Proteus mirabilis
Staphylococeus sicurd Proteus vulgaris
Staphylococeus agelactiae Pseudomonas orzyihabitans
Staphylococcus “conjunctiviae® Pseudomonas stutzeri
Staphylococcus cristatus Serratia liquefaciens
Staphylococcus Serratia marcscens
Staphylococcus mit's Stenotrophonomas maltophillia
Wmﬂ?GMF Visinh vitky khi:
Staphylococcus parasanguinis Clostridium perfringens
Staphylococcus pyogenes Fusobacterium species
Staphylococeus salivarus m”“"’
Staphylococeus sanguis Wﬂ
Staphylococeus schechii Propionibacterium acnes
Cicloal visinh vitkhéc:
Atyical Mycobacterium
Legionella pneumophila
Mycobacterium avium
Mycobacterium marinum
Mycoplasma pneumoniae
Céc nghién ciu ldm sang
Trong hai thif nghiém 1am sang ngdu nhién, mi dbi, da trun
tam, ¢ ddi chung cho bénh nhin nhd dung dich nhd mat

VIGAMOX 3 l4n/ngay, trong 4 ngay, cho thay c6 tac dung chiia
bénh trén 13m sang vao ngay thit 5 - 6 & 66% - 69% bénh nhan
diéu trj viém két mac do vi khudn, Ti & diét trir hét vi khudn ctia
c4c mam bénh vé mét vi sinh hoc ndm trong khodng tir 84%-
949%. Luu y rdng sy diét trif vi khudn vé mat sinh hoc khéng
luén tuong quan véi két qua lam sang trong cac thif nghiém
chdng nhiém khuén.

Sutdung trén cdc d8i tugng dic biét

Tréem:

Tinh an toan va hiéu qua ctia dung dich nhd mét VIGAMOX &
tré em dudi 1 tudi chua duogc xdc dinh,

Khéng ¢é bang ching vé viéc nhd mét bang dung dich nhd
mat VIGAMOX c6 bat ky anh hudng nao trén cdc khap chiu luc
méc di mot vai thudc nhém quinolon dﬁng theo dudng udng
dacho gay bénh ly khép & déng vat chua trudng thanh.

%? t?%y c6 sy khic biét t8ng thé nao trong an toan va hiéu
g_zé gl duge quan sét giita bénh nhan cao tudi va bénh nhan
tudi.
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Corymhcrenum specm*

Micrococcus lureus* {bao
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emhrorn:ddrm gentamycin, ofloxacin,

lai hdu hét céc

chﬁng khéng erythromycin,
du'mg khéng methicillin,
lin va/hodc

haemolyticus (bao gém céc ching kha
llin, erythromycin, gentamycin, ofloxacin, :ena"c?ame
va/hodic trimthopdm)
Staphylococcus hominis (bao gém céc chiing khang
methicillin, erythromycin, gentamycin, ofloxacin,
va/hodc trimethoprim)
Staphylococcus warneri+ (bao gém céc chiing khéng

eryﬂmny:ln

Streptococcus pneumoniae (bao gém céc ching khdng
penicillin, crylhromydn. tetracyclin va/hodc trimethoprim).
Streptococcus viridans (bao gém cac chiing khang penicillin,
erythromycin, tetracyclin va/hodc trimethoprim).
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Haemomnusa’comfbao cdc chiing khdng ampicilli
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Kleb: pneumoniae

Moraxella catarrhalis

Pseudomonas aeruginosa

Chlamydia trachomatis
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QUY CACH DONG GOI
Hép 1 lo dém giot DROPTAINER® chifa 5 ml dung dich.

CHIDINH
Dung dich nhé mét VIGAMOX d nh trong diéu
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Corynebacterium speciest
Microbacterium species
Micrococcus luteus+ (bao gém cic chiing khéng
e e
aureus m ng khing
tetracyclin va/hodc

erythromycin, gentamycin, ofloxacin,
trimethoprim).
Staph epidermidis (bao céc ching khéng

IIIn, erythromym, gmtat%dy'cnln. n, tetracycline
Staphylococcus haemolyticus céc ching khédng
mg‘ldllln, Wﬁmmmm o 'r:.gmacyﬂlne

Staph shommfs (bao céc ching khéng
meth CI||I erythromych, gegfalmnychoﬂmm tetracycline
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Stmp@ococa:)pnwnmhe (bao gbém céc chling khdng
penicillin, erythromycin, utmyglc;r::m ﬁWm}
erythromycin, mcn;din va/hojc ulmﬁn%pﬂmng -
Visinh vt Gram &m hidu khi;

Acinetobacter species

Haemophilus alconae (bao gém cdc ching khdng amplcillin)
Haemophilus influenza (bao gém cdc ching khdng ampicillin)
Haemophilus parainfluenzae*

Klebsialla pneumoniae

Moraxella catarrhalis

Pseudomonas aeruginosa

Cdc visinh vitkhde:

Chlamydia trachomatis
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- Diéu tri viém loét gidc mac
- Ding trudc va sau mé d€ @é phdng nhiém triing.
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