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Céng thiic : Mi vién chia :
Levofloxacin S— R ..500 mg

Td duge : Avicel 102, Tinh bdt ngd, PVP K30, DST, Aerosil 200, Talc, Magnesi stearat, HPMC 615, PE
Mau dd oxyd sdt, Mau Erythrosin,

Trinh bay :
V110 vién, hop 01 vi, hdp 03 vi, hdp 06 vi, hép 10 vi.
Chai 30 vién, Chai 60 vién, Chai 100 vién, Chai 250 vién va Chai 500 vién.

Dugec Iyec hoc :
Levofloxacin la mét khang sinh tdng hgp c6 phd rdng thudc nhém fluoroguinolon. Cling nhu cdc fluoroquinolon khéc, levofloxacin c6 tac dyng diét khudn
do Uc ché enzym topoisomerase |l (DNA-gyrase) va/ hoc topoisomerase IV 14 nhiing enzym thigt y&u cla vi khudn tham gia xic tdc trong qua trinh sao
chép, phién ma va tu stia DNA cla vi khudn. Levofloxacin 1a déng phéan L-isome clia ofloxacin, né c6 tac dung diét khudn manh g&p 8 -128 so vdi déng
phéan D-isome va tac dung manh gép khodng 2 I4n so vdi ofloxacin racemic. Levofloxacin, cling nhu céc fluoroquinolon khéc la khang sinh phd rdng, cé
téc dyng trén nhiéu ching vi khudn Gram am va Gram dudng. Levofloxacin (cling nhu sparfloxacin) c6 tac dyng trén vi khudn Gram dudng va vi khudn
ky khi t6t hon so vdi céc fluoroquinolon khac (nhu ciprofioxacin, enoxacin, lomefloxacin, norfloxacin, ofloxacin), tuy nhién levofloxacin va sparfloxacin lai
¢ tac dyng in vitro trén Pseudomonas aeruginosa yéu hdn so vdi ciprofioxacin,
Phé tac dyng:
Vi khudn nhay cém invitro va nhiém khudn trong l&m sang:

u vang oxyd sét,

Vi khudn ua khi Gram am: Enterobacter cloacae, E. coli, H.influenza, H. parainfluenza, Klebsiella pneumonie, Legionalla pneumophila, Moraxella catarralis,
Proteus mirabilis, Pseudomonas aeruginosa.

Vi khudn khac: Chlamydia pneumaniae, Mycopasma pneumoniae.

Vi khuén ua khi Gram duong: Bacillus anthracis, Staphylococcus aureus nhay cAm methicilin (meti -S), Staphylococcus coagulase &m tinh nhay cam
methicilin , Staphylococcus pneuminiae.

Vi khuén ky khi: Fusobacterium, peplostreptococcus, propionibacterium.
Cac loai vi khudn nhay cdm trung gian invitro
Vi khudn ua khi Gram dudng: Enterococcus faecalis.
Vi khudn ky khi: Bacteroid fragilis, prevotella.
Céc loai vi khudn khdng levofloxacin:
Vi khudn ua khi Gram dudng: Enterococcus faecium, Staphylococcus meti-R, Staphylococcus coagulase am tinh meti-R.

Khang chéo: In vitro, c6 khdng chéo gilla levofloxacin va cac fluoroquinolon khac. Do cd ché tac dyng, thudng khdng cé khang chéo gida levofloxacin va
cac ho khang sinh khac.

Dugc déng hoc :
Sau khi udng, levofloxacin dugc hdp thu nhanh va gan nhu hoan toan; néng do dinh trong huyét tudng thudng dat dugc sau 1 - 2 gid; sinh kha dyng tuyét
ddi xap xI 99%. Céc thong sd dugc dong hoc clia levofloxacin sau khi ding dudng tinh mach va dudng udng vdi liéu tuong dudng 1a gan nhu nhau, do do
c¢6 thé sif dyng hai duding nay thay thé cho nhau. Levofloxacin dugc phan bé rdng rii trong cd thé, tuy nhién thudc kho th&m vao dich ndo tuy. T} 18 gén
protein huyét tuong la 30-40%. Levofloxacin rat it bj chuyén hod trong cd thé va thai trf gdn nhu hoan toan qua nudc tiéu & dang con nguyén hoat tinh,
chl dudi 5% liéu diéu trj dugc tim thay trong nudc tiéu dudi dang chét chuyén hoa desmethyl va N-oxid, cac chét chuyén hoé nay cé rat it hoat tinh sinh
hoc. Thdi gian ban thai cla levofloxacin ti 6 - 8 gid, kéo dai d ngudi bénh suy than.

Chi djnh :
Nhiém khudn do cac vi khudn nhay cam vdi levofloxacin, nhu:
Viém xoang cip.
Dot cdp viém phé quan man.
Viém phdi cong ddng.
Viém tuyén tién liét.
Nhiém khudn dudng tiét niéu cé bién ching hodc khong.
Nhiém khuén da va t8 chic dudi da cé bién ching hokic khdng.
Dy phong sau khi phdi nhidm va didu trj triét & bénh than.
Chéng chi djnh :

Ngudi c6 tién sif qua mn vdi levofloxacin, vdi cac quinolon khéc, hogic véi bt ky thanh phén nao clia thudc. Dong kinh, thiéu hyt GEPD, tién sif bénh &
gan co do mot fluoroquinolon. Tré em nhd hon 18 tudi.

Liéu lugng va cdch ding :
Lidu lugng
Liéu ding cla levofloxacin 4p dyng cho ca duéng udng va dudng tinh mach:
Nhiém khudn dudng hé hép :
Dgt cdp cla viém phé quan man tinh: 500 mg, 1 1&n/ngdy trong 7 ngay.
Viém phdi méc phai tai cdng déng: 500 mg, 1 -2 Idn/ngay trong 7-14 ngay
Viém xoang ham trén cap tinh: 500 mg, 1 lan/ngay trong 10-14 ngay
Nhiém trong da va 16 chic dudi da :
C6 bién chiing: 750 mg, 1 lan/ngay trong 7-14 ngay
Khéng c6 bién ching: 500 mg, 1 ldn/ngay trong 7-10ngay
Nhiém tring dudng tiét nidu :
Co bién ching: 250 mg, 1 ldn/ngay trong 10 ngay.
Khéng co bién ching: 250 mg, 1 ldn/ngay trong 3 ngay.
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Viém than-bé than c&p: 250 mg, 1 ldn/ngay trong 10 ngay.
Bénh than: %
Biéu tri dy phong sau khi phoi nhiém véi trfc khudn than: ngay udng 1 1&n, 500 mg, ding trong 8 tudn. ’/Q:'_ ik - \(;\
Diéu trj bénh than: truyén finh mach, sau d6 udng thudc khi tinh trang ngudi banh cho phép, liéu 500 mg, 4 1‘{5;{\1;&‘5%’1_ g%&q;uﬁ) o
viém tuyén tién ligt: 500 mg/24 gid, truyén tinh mach. Sau vai ngay c6 thé chuyén sang uéng. *1® ”E}:JO"‘ p‘;"irj -'] * |
Liéu diing cho nguéi bénh suy than: b g "

Do thanh thai creatinin Liéu ban ddu \l}%y e
(ml/phut)
Nhiém khudn dudng tit niéu 6 bién ching, viém than bé than cdp
>20 250 mg 250 mg mdi 24 gig
10-18 250 mg 250 mg mdi 48 gid
Céc chl djnh khéc
50 - 80 Khéng cén hiéu chinh liéu
20-49 500 mg 250 mg mdi 24 gig
10-19 500 mg 125 mg mdi 24 gi¢
Thém tach médu 500 mg 125 mg mbi 24 gid
Thédm phan phic mac lién tyc 500 mg 125 mg mbi 24 gid
Liéu dung cho ngudi bénh suy gan: Vi phén Idn levofloxacin dugc dao thai ra nudc tiu dudi dang khong ddi, khdng cén thiét phai hiéu chinh liéu trong
truding hgp suy gan.
Céch ding
Dung dudng udng:

Thdi diém udng levofloxacin khdng phy thudc vao bida &n (c6 thé udng trong hoic xa bda &n).

Khoéng dudc ding cdc antacid c6 chia nhoém va magnesi, ché phdm co chda kim loai ndng nhu sit va kém, sucralfat, didanosin (cdg dang bao ché cé
chua antacid) trong vong 2 gié trudc va sau khi udng levofloxacin.

Tédc dyng phy :

Thudng gdp: ADR > 1/100

Tiéu hoa: Budn ndn, la chay.

Gan: Tang enzym gan.

Thén kinh: M&t ngl, dau déu.

Da: Kich Ung ndi tiém

it g&p 1/1000 < ADR < 1/100

Thén kinh: Hoa mét, céng thdng, kich dong, lo lang

Tiéu hod: Pau byng, ddy hdi, khé tiéu, non, tdo bén.

Gan: Tang bilirubin huyét.

Tiét niéu, sinh dyc: Viém am dao, nhiém ndm candida sinh dyc.

Da: Ngua, phat ban

Hiém gdp, ADR < 1/1000

Tim mach: Téng hodc ha huyét ap, loan nhip

Tiéu héa: Viém dai trang mang gid, khd miéng, viém da day, phuo ludi

Co xudng-khdp: Dau khdp, yéu cd, dau cd, viém tuy xuong, viém gan Achille.

Thén kinh: Co giat, gidc md bét thudng, trdm cam, r8i loan tam thén

Dj dng: Phi Quinck, chodng phan vé, hi chiing Stevens-Johnson va Lyelle.

Théng bédo cho béc si nhing tdc dung phu gédp phai khi su dung thude.
Thén trong khi ding :

Viém gan dac bist la gan got chan (Achile), c6 thé ddn tdi dut gan, Bién ching nay cé thé xudt hién d 48 gid ddu tién, sau khi bat ddu dung thudc va co
_ thé bj c& hai bén. Viém gan xay ra chil yéu & cdc ddi tugng c6 nguy cd: ngusi trén 65 tudi, dang ding corticoid (k& ca dudng phun hit). Hai yéu t6 nay
- Jam tang nguy cd viém gan. BE phong, can didu chinh liéu lugng thudc hang ngay & ngudi bénh 16n tudi theo muc lgc cdu than,
Anh hudng trén hé co xudng: Levofloxacin, ciing nhu phén I6n céc quinolon khéc, ¢6 thé gay thoai hoa syn & khdp chiu trong Iyc trén nhiéu loai dong vat
non, do d6 khdng nén st dyng levofloxacin cho tré em dudi 18 tudi.
Nhugc cd: C4n than trong & ngudi bénh bj bénh nhugc cd vi céc biéu hién c6é thé nang lén.
Tac dyng trén than kinh trung udng: P& c6 cac thdng bao vé phan ing bét Igi nhu réi loan tam thén, tang &p lyc ndi so, kich thich thdn kinh trung udng
dén dén co giat, run rdy, bén chén, dau ddu, mat ngd, trdm cim, It 1n, 4o gidc, 4 mgng, c6 ¥ djnh hoéic hanh ddng ty sat (hiém gap) khi s dyng céc
khang sinh nhém quinolon, tham chi ngay khi sif dyng & liéu dau tién. Néu xdy ra nhdng phan tng bét Igi nay khi trong khi sii dyng levofloxacin, cdn
diing thufic va co cac bién phap xu tri triéu chung thich hgp. Cén than trong khi st dyng cho ngudi bénh cé cac bénh Iy trén thdn kinh trung uodng nhu
dong kinh, xd cing mach ndo.vl ¢é thé tang nguy cd co giat.
Phén Ung man cAm: Phan Ung man cam véi nhiéu biéu hign 1am sang khac nhau, tham chi séc phan vé khi sl dyng cac quinolon, bao gém ca
levofloxacin dé dugc théng bao. C&n ngiing thudc ngay khi c6 cac ddu higu ddu tién clia phan tng mén cam va ap dyng cdc bign phap x tri thich hgp.
Viém dai trang mang gia do Clostridium difficile: Phan Ung b4t Igi nay dé dugc théng bao vdi nhidu loai khang sinh trong dé c6 levofloxacin, cé thé xay ra
& t&t cA cdc muc do tif nhe dén de doa tinh mang. Cén luu y chén dodn chinh xdc cdc truding hgp la chay xay ra trong thai gian ngudi bénh dang si dung
khéng sinh dé c6 bién phép x{ tr thich hgp.
Man cam vdi dnh sang mic do ti trung binh dén nang dé dugc théng béo véi nhidu khéng sinh nhém fluoroquinolon, trong dé c6 levofloxacin (mac du
dén nay, 1y 18 gap phan tng bAt Igi nay khi sif dyng levofloxacin rat thdp <0,1%). Ngudi bénh cdn tréanh tiép xuc tryc tiép vdi anh sang trong thdi gian
diéu tri va 48 gid sau khi diéu tri.
Téc dyng trén chuyén hoa: Cing nhu céc quinolon khac, levofloxacin c6 thé gay ra rGi loan chuyén hoa dudng, bao gém tang va ha dudng huyét thuéng
x4y ra & cac nguoi bénh ddi thio dudng dang sit dyng levofioxacin ddng thdi vdi mot thudc udng ha dudng huyét hodc vdi insulin; do dé cén giam sat
dudng huyét trén ngudi bénh nay. Néu xdy ra ha dudng huyét, cén ngung levofloxacin va tién hanh cac bign phép xi tri thich hop.
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Kéo dai khodng QT trén dién tdm dé: S dyng cac quinolon co thé gay kéo dai khodng QT trén dién tam dé & mot s6 ngudi bénh va mot s6 hiém ca loan
nhip, do dé cdn tranh sl dung trén cdc ngudi bénh sin c6 khodng QT kéo dai, ngudi bénh ha kali mau, ngudi bénh dang sif dyng céc thudc chdng loan
nhip nhém IA (quinidin, procainamid..) hodc nhém Il (amiodaron, sotalol..); than trong khi sl dyng levofloxacin cho cac ngudi bénh dang trong céc tdnh
trang tién loan nhjp nhu nhjp cham va thi§u mau cd tim cép.

Tudng tac thudc :

Antacid, sucralfat, ion kim loai, multivitamin: Khi st dyng ddng thdi c6 thé Iam gidm h&p thu levofloxacin, cdn udng cac thudc nay cach xa levofloxacin it
nhét 2 gid.

Theophylin: Mot s3 nghién cdu trén ngudi tinh nguyén khoé manh cho thdy khéng c6 tudng tdc. Tuy nhién do néng dd trong huyét tudng va AUC
theophylin thudng bi tng khi st dyng déng thdi vdi cac quinolon khéc, van cén gidm sat chit ché néng do theophylin va hiéu chinh liéu néu cén khi st
dyng ddng thai vdi levofioxacin.

Warfarin: Do da c6 thong bao warfarin tdng tac dyng khi ding cung véi levofloxacin, cdn giam sat cac chl s6 vé dong mau khi st dyng ddng thdi hai
thuéc nay.

Cyclosporin, digoxin: Tudng tac khdng co ¥ nghia lam sang, do d6 khéng cén higu chinh lidu céc thudc nay khi ding ddng thdi vdi levofloxacin.
Céc thudc chéng viém khéng steroid: C6 kha nang Iam ting nguy cd kich thich thdn kinh trung uong va co gidt khi ding déng thai vdi levofloxacin.
Céc thudc ha dudng huyét: Ding déng thdi vdi levofloxacin co thé lam ting nguy cd rdi loan dudng huyét, cdn gidm sat chit ché.

Tdc dong clia thudc khi ldl xe va vén hanh mdy méc :
Chua c6 bao cdo

Phy n( c6 thal va cho con b :
Thai ky mang thai
Khéng dung levofloxacin cho phy ni co thai.
Thai ky cho con bu
Chua do dugc ndng do levofloxacin trong sia me, nhung cén cu vao kha ndng phan b vao sia cia ofloxacin, co thé dy doan réing levofloxacin cling
dugc phan bd vao sdia me. Vi thudc c6 nhéu nguy cd tdn thuong sun khdp trén tré nhd, khdng cho con bu khi dung levofloxacin.

Qud liu va xii tri :
V1 khong c6 thudc giai ddc dic hidu, xU tri qua liéu bang cach loai thudc ngay khéi da day, bu dich ddy di cho ngudi bénh
phan phtic mac lién tyc khong co hiéu qué loai levofloxacin ra khdi co thé. Theo doi dién tam dd vi khoang cach QTA®

Bao quan : Noi khd, nhigt A9 dudi 30°C, tranh anh sang.
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