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LEVOBAC 150ml IV INFUSION

{Levofloxacin 750 mg per 150 m)

M ta: Hop 1 tii dung dich tiém truyén,
Hop 10 tii dung dich tiém truyén,

Thinh phin:

Méi uii dich truvén (150 mi) chita:

Levofloxacin (dudi dang Levofloxacin hemihydrate)..........ooe 750 mg.
Té duge (Matri clorid, Acid hydroclorie, Nude cit pha tiém) vira dir 150 ml,

Duge Iye hge:

Levofloxacin 1a mdt khang sinh téng hop 6 phé réng thuje nhém fluoroquinolon. Ciing nhur
cde flucroquinolon khie, levofloxacin cé tic dyng digt khuan do (e c_:hé ENZYM tOpOISOmerase
Il (ADN-gyrase) vivhodic topoisomerase [V | nhimg enzym thiét yéu cia vi khuéin tham gia
Xt tAc trong qud trinh sao chép, phién md va tu sira ADN cha vi khuén, Levofloxacin la dong
phin L-isome ciia ofloxacin, nd cé tae dung digt khudn manh gip 8 - 128 l4n so véi dong
phin D-isome va tdc dung manh pdp khodng 2 lin so véi ofloxacin racemic. Levofloxacin,
ciing nhir céc fluoroquinolon khéc 12 khing sinh phd rong, c6 tic dung trén nhidune
khudn Gram dm va Gram duong, Levofloxacin (cling nhur Sparfloxacin) ¢é tdc dyn

khuin Gram ducmg vi vi khuln ky khi 6t hon so véi cée fluoroquinolon khic
ciprofloxacin, enoxacin, lomefloxacin, norfloxacin, ofloxacin), tuy nhién, levofloxacin va
sparfloxacin lai c6 tic dung in vitro wrén Psendomonas aeruginosa yéu hom so vai
ciprofloxacin.

Phé téc dung:

Vi khugin nhay cim in vitro va nhiém khudn trong lim sing:

< Vi khuén va khi Gram dm: Enterobacter cloacae, E. coli, H. influenza, M. parainfluenza,
Moraxella catarralis, Profeus mirabilis, Psendomonas aeruginosa,

- Vi khudn khie: Chlamydia pnewmoniae, Mycopasma pnenmaniae,

Vi khudn wa khi Gram duomg: Bacillus anthracis, Staphylococcus aureus nhay cdm
methicilin (meti-S), Staphwlococcus coagulase im linh nhay cidm methicilin, Streprococeus
pnetmontce.

Vi khudn ki khi: Fusobacterium, peptasireptacoceus, propionibacterium.

Céc loai vi khudn nhay cim trung gian in vitro:
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Vi khufin ua khi Gram duong;: Enterococcus fagcalis
Vi khudln ky khi: Bacteroid fragilis. prevotella.
Ciic logi vi khudn khing levofloxacin:

< Vi khudn wa khi Gram dueng: Enterococcus faecium, Staphylococcus aureus meti =R,
Siaphylococcus coagulase fm tinh meti-R

Khdng chéo: In vitro, ¢d khing chéo gitta levofloxacin v cde fluoroquinolon khic. Do co
ché tho dung, thutmg khong cb khing chéo git levofloxacin vl cde ho khing sinh khic.

Durge djng hoc:
Hip thu: Sinh khi dung cia Levofloxacin ding dudng tiém 13 100%. Ndng ) dinh trong
huyét twomg thudmg dat duge sau | - 2 gid,

Phiin b8: Levofloxacin duge phin bd ring rdi khip co thé, tuy nhién thube khb thim vio dich
o tiy, T§ 1§ gin viio protein huyét twong 1 30 - 40%.

Chuyén kéa v thai trir: Levofloxacin rilt it bi chuyén héa trong co thé vi duge thii trir gin
nhwr hodn todn qua pure titu & dang odn nguyén hogt tinh, chi dudi 5% lidu didu tr duge tim
thdy trong nude tidu dudi dang chit ehuyén hoa desmethyl vi N-oxid, cde chiit chuyén hoa
ndy ¢é rit (1 hogt tinh sinh hoe. Thédi gian bin thii cda levofloxacin ur 6 - § gid, kéo dai &
ngudri bénh suy thin.

Chi djnh:

LEVOBAC 150ml TV INFUSTON duge chi dinh trong didu trj céc bénh nhidm khudn do cic
vi khufin nhay cim, nhur:

. Viém xoang cp.

- Dotclip viém phé quin man.

~  Viém phbi cing ddng.

- Viem tuyén tidn lijt.

- Nhim khudn duimg tiét nigu cb bién chimg hodic khing.

= Nhifm khudn da va 1 chire dudi da 6 bidn chimg hofic khdng.
- Dy phong sau khi phoi nhilm v diéu trj bénh than.

Ching chi djnh:

Neudi uE?'.. tidn st qui min vii Levofloxacin, cic quinolon khic hoge bit ¢ mﬂ;&& nto
ctia th

Ding kinh, thidu hyt GPD, tién sir bénh & gin eo do mit fluoroquinolon.
Tré em vé thanh thifu nién dudi 18 wéi.
Phy nft mang thai, cho con bi.

Litu lrgmg v cich ding:
Lidu hepng (nguedi lon > 18 tubi):
Nhidin khuudin didng hé hdp:
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- Dot clp cda viém phé quian man tinh: 750 mg/1 lin/ngiy trong 7 ngay.
Viem phéi mic phai 1pi chng ddng: 750 mg/Min x | - 2 Wn/ngly trong 7 - 14 ngay.
Viém xoang him trén cip tinh: 750 mg/1 lin/ngdy trong 10 - 14 ngdy.

Nhifm trimng da va 16 chire dwdi da:

- Co bién chimg: 750 mg/) lin/ngdy trong 7 - 14 ngdy.

- Khong co bifn chimg: 500 mg/1 lin/ngdy trong 7 - 14 ngay.

Nhiém khudn ducng tiét nigu:

= 6 bién chimg: 250 mg/1 lan/ngky trong 10 ngay.

= Khong cd bién chimg: 250 mg/1 lin/ngdy trong 3 ngiy.

= Viém thin - b¢ thiin cdp: 250 mg/l lin/ngdy trong 10 ngdy.

Bnh than;

- Diu tr dy phéng sau khi phoi nhigm véi tnee khudn than: 750 mg/1 lin/ngdy trong §
tuln (Khuyén c4o ding dudmg uélng thay thé),

- Diéu tri bénh than: Truyén finh mach, sau d6 ubng thude khi tinh trang ngudi bénh cho
phép, litu 750 mg/1 lin/ngdy trong 8 tudn,

Viém tuyén tién ligr: 750 mg/| lin/ngdy.
Libu cho npuedi bfnh suy thin:

D§ thanh thai creatini :
¥ I?muphﬁi;“' e Litu ban diiu Licu duy tri

Nhidm khudn decmg et nitu c6 bicn chimg, viém thin - bé than cap

=20 250 mg 250 mg mdi 24 gibr
19-19 250 mg 250 mg mai 48 gid

Ciic chi dinh khdc

50- 80 I Khong cdn higu chinh licu

20- 49 | 750 mg 250 me moi 24 gid

10-19 750 mg 125 mg moi 24 il
Thim teich mdu 750 mg 125 mg mdi 24 gid
Thiim phdn phiic mac lién tue 750 mg 125 mg mai 24 gidy

Liéu dimg cho ngudi binh suy gan: Vi phin 16m levofloxacin duge dio thii ra nude tidu dubi
dang khong 4di, khang cdn thiét phai hi¢u chinh lidu trong tredmg hop suy gan,

Cich sit dung: Thube chi duge ding bing céch truyén tinh mach chim, truyén nhanh 38 din
dén nguy co ha huyét &p. Thei gian uugén phy thuc vio ligu legng thude (lidu 250 mg hoje
750 mg thuémg truyén trong 60 phit, liéu 750 mg truyén trong 90 phit). Kh&ng\'ﬁl{f ding dé
tiém biip, 1iém vao dng sbng, tiém phic mac hode tigm dudi da. ’

Dung dich thudc ¢b thé ding ngay khdng cdn pha loding hogc pha lofing dé wruyén tinh mgeh
véi cac dung dich tuemg hop thudmy ding sau:

Dung djch dextrose 5%
- Dung dich MNatri clorid 0,9%
- Dung dich dextrose 5% vil natri clond 0,9%.
- Dung dich Ringer Lactat va dextrose 5%.
- Dung dich natri bicarbonat 5%
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ngimg thude ngay khi 6 cic din higu diu tén cia phin tng qué min cim va 4p dung cdc
bign phip xir tri thich hop.

»  Viém dgi trang méng gid do Clostridium diffieile; Phin img, bit lgi ndy d3 duge thang
bio véi nhidu loai khing sinh trong 46 ¢ levofloxacin, ¢6 thé xay ra & tht ¢d cie mise &9 tir
nhe dén de doa tinh mang. Cin luu § chiin dodn chinh xdc cic tnréimg hop ia chily x4y ra trong
thn gian ngudi binh dang sir dyng khéng sinh dé ¢6 bign phip i tri thich hop.

«  Min cim vai doh sing mic 4B 1 trung binh dén ning A3 dugc thing bio véi nhilu
khdng sinh nhém Muoroquinolon, trong 46 ¢b levofloxacin, Ngudi bénh cin trinh titp xie
trife tidp véi Anh sdng trong thin gian d:'gn trj vik 48 gior sau khi digu trj.

«  Tic dyng trén chuyén héa: Levofloxacin cé thé giy ting vi I;i:ufmg huydt l’hm‘mi xéy
ra & nhitng ngudl bénh ddi thio dudmg dang sir dung levofloxacin dimg thdd voi mit thude hy
duimg huyét hofic véi insulin; do 36 cln gitm sit dedmg huyét 1rén nhimg ngudi binh nay.
Méu xdy ra ha dubmg huyét, cdn ngimg levofloxacin va tién hanh ede bign phip i 1 thich
hep.

o Kéo dii khoang QT uén difn tim db: $ir dung cde quinolon o thé kéo dii khoing QT
trén dign tim dd & mdt sb ngudi bénh v mét s& hiem ca loan nhip, do d6 cln tranh sir dung
trén nhimg ngudn bénh sin b khodng QT kéo dai, ngwdd binh hy kali médu, ngudi binh dang
sit dyng ede thude chéng loan nhip nhém IA (quinidin, procainamid...) hode nhém 111
(amiadaron, sotlol...); thim trgng khi sir dung levofloxacin cho nhimg nguéi bénh dang trong
ciic tinh trang tién logn nhip nhwr nhip chim vik thieu médu co tim cip.

Tuong tic thude:

Theophylin: Mjt 50 nghién el trén ngudi tinh nguyén khoe manh cho thiy khong ¢6 womg
tic. Tuy nhién, do nbng 4§ trong huyél teomg vii AUC 1haup:§lin thwimg bj ting khi sir dung
dbng thti v6i che quinolon Khe, viin cin gitm st chint ¢hE néng d) theophylin va higu ¢hinh
lidu néu cdn khi sir dung dbng this véi levollexacin,

Cic thude khang vitamin K: Tang thid gian dong méu (PT/INR) vivhofic chiy miu, cb thé
wrim trong, 48 duge bio cdo trén nhimg binh nhin dige ditu trj levofloxacin phéi hop véi
thudie déi khang vitamin K (vi dy Wafarin). Do dd ciin gidm sit chc chi sb vé déng mdu khi sir
dung déng thiv hai thude ndy.

Cyclosporin, digoxin: Twong tic khong c6 ¥ nghia lim sing, do 46 khéng cin hiéu chinh liéu
edc thude niy khi diing ddng thin vai levolloxacin,

Ciic thubc ching viém khéng steroid: C6 kh ning lim ting nguy ¢o kich thich thin kinh
trung womg vi co gidt khi ding ﬂljing thizi vin levolloxacin.

Cée thube hy duimg huyér: Ding ddng thii véi levofloxacin ¢d thé lim ting nguy i loan
duimg huyés, cin gidm st ehit chi /
Thin trong khi ding chung vdi cie thudc dnh hudmyg sy bii tiét & Sng thiin nhy probenscid va
cimetiding didc bidt trén bénh nhin suy thin,

S dung cho phu nir cd thai va cho con bz

Thed kp mang thai: Khing dong levolloxacin khi dang mang thai.

Thiri k cha con bii; Chua do duge nbng d levolloxacin trony sia me, nhimg ciin ol vio khi
ndng phin bd vio s cia ofloxacin, cb thé dy dodn ring levofloxacin ciing duge phin b vio
sira mg. Vi thudc ¢é nhigu nguy co tédn thuong syn khdp irén tré nho, khéng cho con bi khi
diing levofloxacin,



